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OFFICE OF CHEMIGAL SAFETY
AND FOLLUTION PREVENTION

August 25, 2017

Sharon M. Johnsten
Regulatory Consultant
EcoHealth, Inc

56 Hawes Street
Brookline, MA 02446

Subject: Notification per PRN 98-10 — Directions for use graphics, marketing claim and
guarantee staternents
Product Name: DAMMINIX
EPA Registration Number: 56783-1
Application Date: 7/21/2017
Decision Number: 531678

Dear Ms. Johnston:

The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10 for the above referenced product. The Registration Division
(RD) has conducted a review of this request-for its applicability under PRN 98-10 and finds that
the action requested falls within the scope of PRN 98-10.

The label submitted with the application has been stamped “Notification” and will be placed in
our records.

Should you wish to add/retain a reference to the company’s website on your label, then please be
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide
Act and is subject to review by the Agency. If the website is false or misleading, the product
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition,
regardless of whether a website is referenced on your product’s label, claims made on the
website may not substantially differ from those claims approved through the registration process.
Therefore, should the Agency find or if it is brought to our attention that a website contains false
or misleading statements or claims substantially differing from the EPA approved registration,
the website will be referred to the EPA’s Office of Enforcement and Compliance.

If you have any questions, you may contact Angeta Hollis at 703-347-0216 or via email at
hollis.angela@epa.gov.

Sincerely,
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Michael Wagman, Acting Product Manager 4
Invertebrate and Vertebrate Branch 1
Registration Division (7505P)

Office of Pesticide Programs
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Enclosure
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[A TICK TOXICANT

As an aid in the control of ticks (that may carry Lyme Disease) [that infest mice and nests of mice found around
yards, play areas, parks, brush, paths and in woodlands].

For Treatment Around Yards and Wooded Lots

Easy to Use.

Apply [twice a year] [2x a year] [once in the spring and once in the summer].

Place in Brush, Woodpiles, Rock Walls and Flower Beds.

6 tubes treat approximately 5,500 sq. fi.

X tubes treat approximately x sq. fi. [of mouse habitat][including] [brush-covered areas, woodlands, flower beds,
woodpiles, rock walls] [per appilication] {Note to Reviewer: application rate remains the same but number of tubes
and coverage area can be adjusted based on package size}

Place tubes no greater than 10 yards apart from each ather.]

Active Ingredient;

Permetnrin® ... eeeneneeie. 1A%
Other Ingredients: ... e 92.6%
TOMAN . et 100.00%

*CisArans ratio: min. 35% (+/-) ¢is and max, 65% (+/) frans.

EPA Reg. No. 56783-1 EPA Est. No.

Keep Out of Reach of Children

CAUTION
First Aid

If Swallowed |« Call a poison control center or doctor immediately for treatment advice.

» Have person sip a glass of water if able to swallow.

» Do not induce vomiting unless told to do so by a poison control center or doctor.

» __Do not give anything by mouth to an unconscious person.
If in Eyes » Hold eye open and rinse slowly and gently with water for 15-20 minutes.

¢ Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.

» Gall a poison control center or doctor for freatment advice.
If on Skin » Take off contaminated clothing.
or Clothing » Immediately rinse skin with plenty of water for 15-20 minutes.

s Call a poison control center or doctor for treatment advice.
Have the product container or tabel with you when calling a poison control center or doctor, or going for treatment. You
may call 1-800-222-1222 for emergency medical treatment information.

See side {back] panel for additionai precautions.

EcoHealth, Inc.
56 Hawes Street
Brookline, MA 02446
(617) 742-2400
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PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals
CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact with eyes or clothing. Wash thoroughly
with soap and water after handling and before eating, drinking, chewing gum or using tobacco.

Physical or Chemical Hazards
Combustible. Do not use or store near excess heat or open flame,
DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

{Alternate text and graphics to provide clarification to the user on how the product works}

[A: [How Tick Control Tubes Work] [How it Works]

1. Ticks feed on mice.

2. Tick Control Tubes are
filied with
[cotten][material]
treated with
permethrin insecticide.

3. Mice collect the treated {material] [cotton] and use it
to line their nests.

4, Ticks feeding on the mice are exposed to the
[material treated with] permethrin insecticide.]

FOR OUTDOOR APPLICATION ONLY. For the reduction of ticks associated with the mice that serve as reservoirs for
pathegens causing Lyme disease and babesiosis. Ticks feeding on these animals become infected and may transmit
disease to humans, dogs, and horses.

For best results, place tubes flat on the ground in ali brush-covered and wooded areas to be treated. Do not exceed the
maximum distance of 10 yards between tubes in any direction. Limit treatment areas to those areas inhabited by mice,
and need not include mown lawns or open grasslands. Position tubes so that mice have access to the open ends.
Product works best if not covered by leaves or other material.

FOR TREATMENT AROUND YARDS: Place tubes within 1 yard of the edge of mown tawn, in flower gardens, under
bushes and along fences, wherever mice may reside: For complete coverage, apply tubes to all brush-covered or wooded
areas within 50 yards surrounding the yard area to be protected.
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FOR TREATMENT OF WOQODLOTS: Piace tubes in a contiguous array {such as a grid design}, with no more than 10
yards between tubes in any direction. For complete coverage, apply tubes up to the brush-covered edge surrounding the
woodlot. Tubes placed near thickets or rotting logs within the woodlot will be more effective than those placed in more
open woodland terrain.

Tubes may be applied anytime between April 1 and mid-September, but should be applied at least twice a year. For best
results, apply just prior to the feeding activity periods for nymphat (May-June) and larval (August-September) ticks. Tubes
may also be replaced when nesting material is completely removed. The tubes and unused cotton are biodegradable and
may be left in the application site.

Storage and Disposal
Do not contaminate water, food or feed by storage.
Pesticide Storage: Store at room temperature in an area inaccessible to children and pets.
Pesticide Disposal and Container Handling: if empty: Non-refillable container. Do not reuse or refill this container.
Place in trash or offer for recycling if available. If partly filed: Calt your local solid waste agency for disposal
instructions.

Net Contents: x tick control tubes at x oz. (x grams) each
Total: x oz, (x grams)

[100% Satisfaction Guaranteed. At EcoHealth, Inc., we stand behind our products and our quality. If you are not
completely satisfied with your EcoHealth, Inc. purchase, you may refurn it to us for replacement or refund.]



RegGuide

July 21, 2017

Document Processing Desk (NOTIF)
Invertebrate-Vertebrate Branch !
Registration Division (7504P)

Office of Pesticide Programs

US Environmental Protection Agency
Room S4900; One Potomac Yard
2777 S. Crystat Drive

Arlington, VA 22202

ATTN: Kable Bo Davis
Product Manager 03

SUBJECT: Submission of Label Notification Per PR Notice 98-10
Damminix; EPA Reg. No. 56783-1

Dear Mr. Davis:

Pesticide Reguiatory Services

Enclosed, please find a marked copy of the above-subject product label. Specific changes include:

1) Addition of alternate marketing bullets consistent with current label language.
2) Addition of an alternate “How It Works" section fo clarify what the product does for the end user.

3) Addition of an alternate guarantee statement.

If you have any questions or need additional information, please do not hesitate to contact me at (636) 942-

2583.

Sinceraly,

Sharon M. Johnston
Regulatory Consultant

Enclosures

cc. A Ganak; EcoHealth

Sharon M. Johnston, Esg.
508 Tower Valley Drive
Hlllshoro, MO 63050

Tek 636-942-2683
Fax: 636-948-9720
e-mall: Johnston@Reg Guide.net



Ploasa read ingtructions M rovarse bafors com 7 farm.

P United States Registration QPP !dentifier Numbar
Q"’EPA Environmental Protection Agency _ Amendment
Washington, DC 20460
ot Y | Other
Application for Pesticide - Section |
1. Company/Product Numbaer 567831 2. EPA Product Manager 3, Proposed Classification
3- Kable Bo Davis
: Mone D Restricted
4. Company/Product (Nams} PM#
Damminix 03
5. Nggl;;nd I?:d‘rﬂss of Applicant finclude Zif Cods) 6. Expedited Reveiw. In accordance with FiIFRA Section 3{c}{3}
56 Haev?es ‘S':‘rg;et iz; ti}, my product is similar or identical in composition and labeling
D Check if this is a new addrass Product Name
Section - I
D Amendment - Explain below. [—l Final printed labels in repsonse to
Agency letter dated
D Resubmission in response to Agency letter datad D "Me Too" Application.

Matification - Explain below. [:I Other - Explain below.

Explanation: Use additional pagels} if necessary. {For section | and Saction 1.}

This nofification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46 and no other changes have been made to the
tabeling or the confidential statement of formula of this product. 1 understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to
EPA. | further understand that if this notification is not consistent with the termns of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of
FIFRA and | may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA,

Notification of Alternate Marketing Bullets, Guarantee Language, Addition of "How It Works" section including graphics and text to provide clarification to the
end-user.

Section - Il

1. Material This Praduct Wili Ba Packaged In:

Child-Resistant Packeging Unit Packaging Watar Solubla Packaging 2. Type of Container

. Yos Yas l Yes Matal

Plastic

No . No No ! ] Glass

- ; - if "Yos" No. par If "Yas™ No, per v | Peper
Certification must | Unit Packaging wgt.  container | Package wat cantainar Othar {Specify)
be submittod
0.16 0z 6-24 [
i. Location of Net Contents Information 4. Sizais} Retail Container 5. Location of Label Dirsctions
L’ﬂ Labal [__] Contsinar 0.96 -3.84 0z F_"‘] On label
i. Mannar in Which Label is Affixed to Product Lithograph M Other printed directly on package
Sapor' ,'é"d
tonci

Section - IV

|. Contact Paint {Complete items directly below for identification of individual to be contacted, if nacessary, o process this appheation. )

-

lame Title Telaphone No. {Include Area Codn)
Sharon M. Johnston Regulatory Consultant _ {63€) 942-2583
Certification 8. Date Application
! certify that the staternents | have mada on this form and afl attachments thereto are true, accurate and comgplete. Re:eised
| acknowledge that any knowlinglly false or misleading statement may ba punishable by fine or imprisonment or (Stamped}
both under applicebie law. _
. Signature : 3. Tide
// A Regulatory Gonsultant
Typed Narfe 5. Dato

Sharon M. Johnston July 21, 2017

% Form 85670-1 {Rev. 3-94) Previous aditions are obsolate. Whits - EPA File Copy {original) Yallow - AfbRcant Copy



UNITED STATES ENVIRONMENTAL PROTEC tHON AGENCY
WASHINGTON, DC 20460

OFF{CE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

January 17, 2017

Sharon M. Johnston, Esq.
Agent for EcoHealth, Inc.
/o RegGuide

509 Tower Valley Dr.
Hilisboro, MO 63050

Subject: PRIA Label and CSF Amendment — Addition of alternate CSF #2 and of a
Physical or Chemical Hazards section.
Product Name: Damminix
EPA Registration Number: 56783-1
Application Date: 10/6/2016
Decision Number: 522505

Dear Ms. Johnston;

The amended label and CSF referred to above, submitted in connection with registration under
the Federal Insecticide, Fungicide and Rodenticide Act, as amended, are acceptable. This
approval does not affect any conditions that were previously imposed on this registration. You
continue to be subject to existing conditions on your registration and any deadlines connected
with them.

A stamped copy of your labeling is enclosed for your records, This labeling supersedes all
previously accepted labeling. You must submit one copy of the final printed labeling before you
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c),
you may distribute or sell this product under the previously approved labeling for 18 months
from the date of this letter. After 18 menths, you may only distribute or sell this product if it
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is
delined under FTFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.

Please note that the record for this product currently contains the following CSF:

s DBasic CS¥ dated 06/23/2015
s Alternate CSF 1 dated 06/23/2015
e Alternate CSF 2 dated 10/6/2016

Should you wish to add/retain a reference to the company s website on your label, then please be
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide
Act and is subject to review by the Agency. If the website is false or misleading, the product
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)}E). 40
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition,
regardless of whether a website is referenced on your product’s label, claims made on the

10
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EPA Reg. No. 56783-1
Decision No. 522505

website may not substantially differ from those claims approved through the registration process.
Therefore, should the Agency find or if it is brought to our attention that a website contains false
or misleading statements or claims substantially differing from the EPA approved registration,
the website will be referred to the EPA’s Office of Enforcement and Compliance.

Your release for shipment of the product constitutes acceptance of these conditions. If these
conditions are not complied with, the registration will be subject to cancellation in accordance
with FIFRA section 6. If you have any questions, please contact Tennifer Gaines by phone at
(703) 305-5967, or via email at gaines.jenniferdepa.gov.

Sincerely,

Kable Bo Davis, Product Manager 3
Invertebrate and Vertebrate Branch 1
Registration Division (7505P)
Office of Pesticide Programs

Enclosure

11



56783-1: Page 1 of 2
10/06/16

[A TICK TOXICANT

As an aid in the control of ticks (that may carry Lyme Disease) [that infest mice and nests of mice found arcund yards,
play areas, parks, brush, paths and in woodlands;.

Easy to Use. ACCEPTED

Apply once in the spring and once in the summer.
Place in Brush, Woodpiles, Rock Walls and Flower Beds. 01 /1 7/201 7

Under the Federal nSectivide, Fungicite |

- ant Radenligice Acl 85 amended, far (he
24 tubes treats approximately 22,000 sq. ft. pesticide rgistared undar .

6 tubes treat 5,500 sq. ft. £PA Reg. No.
Place tubes no greater than 10 yards apart from each other.] 96783-1

Active Ingredient:

Permethrin® ... 1. 4%
Other Ingredients: ............cccooceiivieiveiice e, _92.6%
TOAL ettt e 100.00%

*CisArans ratio: min. 35% {+/-} cis and max. 65% (+~) trans.

EPA Reg. No. 56783-1 EPA Est. No.

Keep Qut of Reach of Children
CAUTION

First Aid

If Swallowed (e« Call a poison control center or doctor immediately for treatment advice.
+ Have person sip a glass of water if able to swallow,

Da nat induce vomiting unless told to do se by a poison control center or doctor.
+_ Do not give anything by mouth to an unconscious person.
i in Eyes e Hold eye open and rinse slowly and gently with water for 15-20 minutes.
» Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
» Call a peison control center or doctor for freatment advice.
If on Skin e Take off contaminated clothing.
or Clothing » Immediately rinse skin with plenty of water for 15-20 minutes,
+ Call a poison conirgl center or doctor for treatment advice,
Have the product container or label with you when calling a poison control center or doctor, ar going for treatment. You
may call 1-800-222-1222 for emergency medical treatment information,

See side [back] panel for additional precautions.

EcoHealth, Inc.
56 Hawes Street
Brookline, MA 02446
(617) 742-2400

12
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PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals
CAUTION: Harmful if swallowed. Causes moderate eye irritation, Avoid contact with eyes or clothing. Wash thoroughly
with soap and water after handling and before eating, drinking, chewing gum or using tobacco.

Physical er Chemical Hazards
Combustible. Do not use or store near excess heat or open flame.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

FOR OUTDOOR APPLICATION ONLY. For the reduction of ticks associated with the mice that serve as reservoirs for
pathogens causing Lyme disease and babesiosis. Ticks feeding on these animals become infected and may transmit
disease to humans, dogs, and horses.

For best results, place tubes flat on the ground in all brush-covered and wooded areas to be treated. Do not exceed the
maximum distance of 10 yards between tubes in any direction. Limit treatment areas to those areas inhabited by mice,
and need not include mown Jawns or open grasslands. Position tubes so that mice have access to the open ends.
Product works best if not covered by leaves or other material.

FOR TREATMENT AROUND YARDS: Place tubes within 1 yard of the edge of mown lawn, in flower gardens, under
bushes and along fences, wherever mice may reside. For complete coverage, apply tubes to all brush-covered or wooded
areas within 50 yards surrounding the yard area to be protected.

FOR TREATMENT OF WOODLOTS: Place tubes in a contiguous array (such as a grid design), with no more than 10
yards between tubes in any direction. For complete coverage, apply tubes up to the brush-covered edge surrounding the
woodlot. Tubes placed near thickets or rotting logs within the woodlot will be more effective than those placed in more
open woodland terrain.

Tubes may be applied anytime between April 1 and mid-September, but should be applied at least twice a year. For best
results, apply just prior to the feeding activity periods for nymphal (May-June) and larval (August-September) ticks. Tubes
may also be replaced when nesting material is completely removed. The tubes and unused cotton are biodegradable and
may be left in the application site.

Storage and Disposal
Do not contaminate water, food or feed by storage.
Pesticide Storage: Store at room temperature in an area inaccessible to children and pets.
Pesticide Disposal and Container Handling: If empty: Non-refillable container. Do not reuse or refill this container.
Place in trash or offer for recycling if available. If partly filled: Call your local solid waste agency for disposal
instructions.

Net Contents: x fick control tubes at x oz. (x grams) each
Total: x oz. (x grams)

13



S0 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: ' WASHINGTON, D.C. 20460

oA
QL-JGEHQ\

OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION
OFFICE OF PESTICIDE PROGRAMS
REGISTRATION DMVISION {7505P)

o
e, mm%':"\

ey
TF
¥

- Contains Confidential Business Information —

DP BARCODE No.: 436683; FILE SYMBOL No.: 56783-1; PRODUCT NAME: Damminix;
DECISION No.: 522505, PC Code(s): 109701; ACTION CODE: R340; FOOD Use: NO

DATE OUT: January 9, 2017

SUBJECT: End Use Product Chemistry Review — Damminix
-Amendment to Add Alternate #2 Fermulation

. ~ /
FROM: Maria 1. Rodriguez, Chemist \1{\"\&@ 'Y P.rzp-w ns
Product Chemistry Reviewer ol 4 Moy

CITAB/RD (7505P) & L} '

aq|l 7
THROUGH:  Shyam Mathur, Ph. D. %v\/* o l ‘
Product Chemistry Team Leader

CITAB/RD (7505P)

TO: Jennifer Gaines/Kable Davis, RM #3
IV #1/RD {7505P)
INTRODUCTION:

The CITAB (Chemistry) has been asked to determine the acceptability of supporting Product Chemistry
data submitted with this application.

Registrant: RegGuide, Agent for EcoHealth, Inc
Application Date: QOctober 6, 2016
Proposed Product: Insecticide containing permethrin to control of ticks as listed on the proposed label

Supporting Data: Alternate #2 CSF, Data Matrix, Proposed labe), Documents with MRID Nos 500828-01,
and -02

45/90—Day Completeness Screen; 12-06-2016 (MIRodriguez); NO Deficiencies Listed

14






DP BARCODE No.: 436683; Fi. . SYMBOL No.: 56783-1; PRODUCT NAM.

Jamminix;

DECISION No.: 522505; PC Code(s): 109701; ACTION CODE: R340; FOOD Use: NO

7. Group A: Product Chemistry Data — Product Identity, Composition, and Analysis

-NOTE: Data from SAlekseyev to BAdler on 04-24-2012 and 05-07-2013 unless otherwise indicated

CITAR’s
s Ea'ft’t g Assessment MRID
i ubmitte
Guideline StudyTtle CHEI\:I)IfSTRY Ng;ﬂlebder
Number
Data
Yes | No

500828-01

830.1350 | Product Identity & Composition X A '
Alternate #2 CSF
830.1600 Description of materials used to produce the X A 500828-01
product
. . NA NA
830.1620 | Description of the production process —_— | - Batch - EP
830.1650 | Description of formulation process X A 500828-01
830.1670 | Discussion on the formation of impurities X A 500828-01
n . NA
_ SN B A
830.1700 | Preliminary analysis Batch - EP N
Standard certified limits X A

500828-01

830.1750 | Certified limits Proposed Limits
{158.350) Alternate #2 CSF
Justification for wider limits

830.1800 | Enforcement analytical method X A -

A = Acceptable; N = Not Acceptable; G = Data Gap; W = Waiver request; NA = Not applicable;
I = In Progress; U = Upgredeable

16




DP BARCODE No.: 436683; Fi. _ SYMBOL No.: 56783-1; PRODUCT NAM. _Jamminix:

DECISION No.: 522505; PC Code(s): 109701; ACTION CODE: R340; FOOD Use: NG

8. Group B:  Product Chemistry Data — Physical and Chemical Characteristics

-NOTE: Data from SAlekseyev to BAdler on 04-24-2012 and 05-07-2013 unless otherwise indicated

CITAB’s
Guideline Assessment MRID
Numb Study Title Value or Qualitative Description of Number
er CHEMISTRY Cited
Data
830.6302 | Color White A —_—
830.6303 | Physical State Solid A
830.6304 | Odor None A -
Stability to normal and
830.6313 | elevated temperatures, NA NA -
metals, and metal ions
830.6314 | Oxidation/reduction NA NA —
830.6315 | Flammability NA NA | —
830.6316 | Explodability NA NA -
830.6317 | Storage stability Stable for 2 weeks @ 54 °C A -
830.6319 | Miscibility NA NA -—
830.6320 | Corrosion characteristics Stabie for 2 weeks @ 54 °C A -
830.6321 | Dielectric breakdown voltage | NA NA -—
830.7000 | pH NA NA e
830.7100 | Viscosity NA NA —
Density/Relative Density/Bulk Alternate #2
830.7300 Density (Specific Gravity) 1.5 per cotton ball A CSF

A = Accepltable; N = Not Acceptable; G = Data Gap; W = Waiver request; NA = Not applicable;
! = In Progress; U = Upgradeable

8. Additional: Product Chemistry Data — Physical and Chemical Characteristics

Flammability Test: current and proposed alternate formulations to determine difference (if any)

Qualitative Description: Proposed alternate formulation has a faster burn time. The registrant is

proposing to add a statement under “Physical and Chemical Hazards™ section that would read as follows:

“Combustible: Do not use or store near excess heat or open flame.”

The registrant indicated this should apply to all formulations.

CiTAB's Assessment: CITAB (Chemistry) is in agreement with the registrant.

17




DP BARCODE No.: 436683; Fi. .. SYMBOL No.: 56783-1; PRODUCT NAM. _amminix;
DECISION No.: 522505; PC Code(s): 109701; ACTION CODE: R340; FOOD Use: NO

C. CONCLUSIONS:

CITAB has reviewed the Product Chemistry data submitted and has concluded that:

A. Substantial Similarity to the Cited Product from Product Chemistry View Point
[ ) Similar to cited product
[ 1 Not similar to cited product
[ ]ldentical to the cited product in chemical composition
[ ] Net identical
{X] Not applicabie

w

Confidential Statement(s) of Formula
Alternate #2 CSF

[X] Acceptable

[ ] Not Acceptable

{ 1Not Applicable

C. Group A Product Chemistry Data
[X] Acceptable
[ 1 Not acceptable
[ ] Acceptable with the exception of Guideline(s): (provide Guideline No & explain)
[ ] Not required
[ ] Data cited

D. Group B Product Chemistry Data
[X] Acceptable
[ ] Not acceptable
[ ] Acceptable with the exception of Guideline(s): {(provide Guideline No & explain)
[ ] Not required
[ ] Data cited

E. ProductLabel/Draft Label
Recommendations — Yes [X]; No [ ]

-As per flammability tests results, it is recommended that the following staterent be added under
the “Physical and Chemical Hazards" section of the label;

“Combustible: Do nof use or store near excess heat or open flame.”

It is under your purview that the label is revised/amended as appropriate.

CC: OPPIN — OPP Chemistry Documents (OPPIN CHEM DOCS)

Aftachments. Altemate #2 CSF (1 page)

18



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

\"“ﬁn 57“,}
I3 " WASHINGTON, D.C. 20460
£ 1
3 ¢ OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION
5, OYFICE OF PESTICIDE PROGRAMS
1 e REGISTRATION DIVISION (7505F)

- Contains Confidential Business Information —

DP BARCODE No.: 436683; FILE SYMBOL No.: 56783-1 (Screen); PRODUCT NAME: Damminix;
DECISION No.: 522505; PC Code(s): 109701; ACTION CODE: R340; FOOD Use: NO

DATE OUT: December 6, 2016

SUBJECT: 45/90-Day Completeness Screen Results for End-Use Product “Damminix,”
-Amendment to Add Alternate #2 Formulation

FROM: Maria I. Rodriguez, Product Chemistry Reviewer, CITAB/RD (7505P)
TO: Jennifer Gaines/Laura Bacon, RM #4, 1V#4/RD (7505P)

Company Name: RegGuide, Agent for EcoHealth, Inc

Active Ingredient(s): Permethrin

MRID No(s); 500828-01, -02

CONCLUSIONS:

Deficiencies: NO
{(If there are deficiencies, they are indicated below each heading as “Note I, Note 2, etc. ")

Group A Data:
-Submitted (see above)
-Cited in Data Matrix (dated 10-06-2016)

Group B Data:
-Submitted (see above)
-Cited in Data Matrix (dated 10-06-2016)

CSF(s): Submitted
-Alternate #2 (dated 10-06-2016)

DRAFT Product Label: Submitted

Note to PM Team Reviewer: If deficiencies are found in the screen results, please inform the Registrant (“10-Day Letter”) fmd )
provide me with the corrected deficiencies. I will atlach the new information to the ariginal bean sheet if the data package is still
in CITAB. A new bean sheet will be required if the ariginal bean sheet has been closed by CITAB.
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Pesticide Regulatory Services

50082800

October 6, 2016
Document Processing Desk (REGFEE)
Invertebrate-Vertebrate Branch |
Registration Division (7504P}
Office of Pesticide Programs
US Environmental Protection Agency
Room $-4900; One Potormac Yard
2777 S. Crystal Drive
Arlington, VA 22202
ATTN: Laura Bacon

Product Manager 4
SUBJECT:  Application for Pesticide Registratibn Amendment

R340 — Submission of Product Chemistry Data and Corresponding Label Change

Damminix; EPA Reg. No. 56783-1
Dear Ms. Bacon;
Enclosed, please find the following materials in support of the application for amendment of the above-
subject product on behalf of EcoHealth, Inc.:

:" T4 I:' T

1) Application for 75% reduction of PRIA ill fee and supporling documents crrt
2} Copy of fee payment receipt Y ferrct
3) Application for Pesticide Registration Amendment . ety
4) Formulators Exemption Statement t111 frrs
5} Confidential Statement of Formula Alternate #2 Carel :
6) Certification with Respect to Citation of Data PR o
7) Data Matrix Tt R
8) Draft Labeling (5 copies) . e
9} Data Volumes 1 & 2 {3 copies) . .
A transmittal documnent is atlached as page 3 of this letter. !

1Ll
L

We are requesting the addition of an alternate formulation process and Confidential Statement of Fofrhul4.
The current Basic and Alt, #1 CSF's remain unchanged. Data volume 1 of 2 includes a description of the
alternate formulation process. Flammability testing was conducted on both the current and the proposed
alternate formulations to determine if the formulations were significantly different. These data can be found
in data volume 2 of 2. Although the alternate formulation process did result in a faster burn time of the N
material, both formulations did in fact burn when exposed to open flame. Therefore, we believe thg addition
of a Physical or Chemical Hazards section is appropriate regardless of which formulation process is used.

We are also submitling a revised label with the addition of the Physical and Chemical Hazards section as

noted above. And we request the addition of several alternate marketing bullet points consistent with the
directions for use on the current approved label.

Sharon M. Johnsion, Esq. Tel: 636-042-2583

509 Tower Valley Drive Fax: 636-948-8720 )
Hillsboro, MO 63050 e-maill: Juhnslon@RegGuide.net

20



If you have any questions or need additional information, please do not hesitate to contact me af (636) 942-

October 6, 2016
- Page 2

2583.

Sincerely,

Sharon M. Johnston
Regulatory Consultant

Enclosures

ccl

A. Ganak; EcoHealth

21
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October 6, 2016
- Page 3

TRANSMITTAL DOCUMENT

1. Name and Address of Submitter

EcoHeaith, Inc,
56 Hawes Sireet
Brookline, MA 02446

2. Reguiatory Action in Support of Which This Package is Submitted

Application for Pesticide Registration Amendment (R340)

Damminix; EPA Reg. No.: 56783-1
3 Transmitta! Date
Gctober 6, 2016

4, List of Submitied Studies:

QOPPTS
MREI!D No. Volume Mo, Guideling No.
50082801 10f2 830.1600, 1650 &
1750
2
50082802 . 830.6315
Company Cfficial: Sharon M. Johnston
Regulatory Consultant
Agent for EcoHealth, Inc.
Phone: (636) 842-2583 B
Signature:

Study Title

Gfoup A Product Chemistry of Damminix
{EPA Reg. No. 56783-1) Alternate Formulation
Process

Product Chemistry Relative Flammability and
Combustibility of Zecken Rollen Tick Tubes

Company Name: EcoHealth, Inc.
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PRIA 3 - 21 Day Content Screen Review Worksheet
' (EPA/OPP Use Only)

September 2012
21 Day Screen Start Date: /d - /%
Experts In-Processing Signature: £.43, Date /0 ~/7 7% Fee Paid: Yes_l_/
Division management contacted on issues No Yes Date
EPA Reg. Numbet%/fjﬂ/ EPA Receipt Date: /77 — 7-*@
Items for Review Yes | No | N/A*
1 Application Form (EPA Form 8570-1) signed & complete including package
type )<
Confidential Statement of Formula all boxes completed, form signed, and )<
) dated (EPA Form 8§570-4)
a) All inerts, including fragrances, approved for the proposed yes ne
uses (see Footnote A) X
3 Certification with Respect to Citation of Data (EPA Form 8570-34)
completed and signed (N/A if 100% repack) '
Certificate and data matrix consistent
If applicant is relying on data that are compensable, is the offer ycs no
to pay statement included. (see Footnote B)
If applicable, is there a letter of Authorization for exclusive use only.
4 Formulator’s Exemption Statement (EPA Form 8570-27) completed and
signed (N/A if source is unregistered or applicant owns the technical) X
Data Matrix (EPA Forin 8570-35) both internal and external copies (PR 98-3) K
completed and signed (N/A if 100% repack) _
' yes | no i
5 a) Sclective Method (Fee category experts use) X
b) Cite-All (Fee category experts use)
c) Applicant owns all data (Fee category experts use)
6 3 Copies of Label (Electronic labels on €D are encouraged and guidance is X
available)
! Is the data package consistent with PR Notice §6-5 X
8 . G L ‘ X
Notice of Filing included with petitions
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9 | Ifapplicable for conventional applications, reduced risk rationale

Required Data and/or data waivers. See Footnote C.

a) List study (or studies) not included with application

10

Comments: &x‘&%@&ﬂ!&f}}@/\ 7 DC\F Y
- Reo@w&‘@orm% o, Cmn{)b’«%@_

Winosts 3 Phgs .,
 apioneste appfm\eQ 'G/“ Nyan - fmmo s

PRN 11-85 ks
MRID- 00209

R 1ofufie Dol Sadhs s PaSj
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Form Approved OMB MNo. 2070-0080

3%3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(\"‘a‘ 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporling burden for this colfection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, induding fime for reading the instruclions and completing lhe necessary forms. Send
cormments regarding burden estimate or any olher aspect of this callection of information, including suggestions for reducing the burden fo: Director, OPPE
Information Management Division {2137), U.S. Environmental Proteciion Agency, 401 M Street, S.W., Washington, DC 20460.

B0 not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant’s Name, Address, and Telephone Number EPA Registration Number/File Symbol
EcoHealth, Inc., 55 Hawes St., Brookline, MA 02446  TEL: {636) 942-2583 56783-1
Aclive Ingredient(s) andfor representative test compound(s) Date
Pgrmethrin Oclober 6, 2016
General Use Patlemis) {list all those claimed for this product using 40 CFR Pan 158} Product Name:
Terrestrial Non-Food, Domestic Quidoor Damminix

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your Jabel, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Cali-In Notice, and have included with this form a [ist of companies sent offers of compensation {the Data Matrix form should
D be used for this purposa),

SECTICON I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all methed of suppor, and have included with this form | am using the seleclive method of supporl (or cite-all option
D a list of companies sent offers of compensation {lhe Data Matrix form under the selective melhad), and have included with this farm a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION )l: GENERAL OFFER TQ PAY

[Reguired if using the cite-al! method or when using the cite-all option under the selective method to satisfy one or more data requirements])

D | hereby offer and agree to pay compensation, to olher persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION lii: CERTIFICATION

[ cerlify that this application for registration, this form for reregistration, or this Data-Call-in response is supporied by all data submilted or cited in the
application for regisiration, the form for reregistration, or the Data-Call-In response. In addition, i the dite-all option or cite-ail option under the seledlive methed is
indicated in Section |, this application is supporled by all data int the Agency's files that (1) concem the properties or effects of this producl or an identical or
substantialfy similar product, or one or more of the ingredients in this produet; and (2) is a fype of data that would be required to be submilled under lhe data
requirements in effect on the date: of approval of this application ¥ the application sought the initial regisiration of a preduct of identical or similar composition and
uses .

I corlify that for each exclusive use study cited in supporl of Lhis registration or reregistration, that | am the orginal data submitter or that | have obtained
the writlen permission of the original data submilier to cite that study.

I cedify that for each study cited in suppor of this registration or reregistration that is not an exclusive use study, either: {(a) | am the original data
submitter; (b} | have obtained the permission of the original data submitler to use lhe study in support of this application; (c) all pericds of eliibility for
compensation have expired for Ihe study; {d) the study is in the public literature; or {e} ] have notified in writing the company lhat submitied .z giudy and have
offered {I) to pay compensation to Ihe extent required by sections 3(c)(1}(F) andsor 3(c)(2{B) of FIFRA; and (i} to commence negotiations to determine the
amount and terms of compensation, if any, to be pald for the use of the study.

| cerlify that in all instances where an offer of cempensation is required, cepies of all offers to pay compensation and evidence of !heir delivery in
accordance with sections 3(c){1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to n_roduce sugl. '
evidence to the Agency upon request, | understand lhat the Agency may initiate action to deny, cancel or suspend the registration of my prociuct in coanformit, -k
FIFRA.
|

I certify that the statements | have made on this form and all attachments to it are true, accurate, and complete, | acknowled 3¢ that any |
knowingly false or misleading statement may be punishabie by fine or imprisenment or both under applicable law.

Signature e Date Typed or Printed Name and Titie
; ; 10-06-2016 Sharon M. Johnston / Regufatery Consultant
EPA Form 8570 ?) Eiectronic and Paper versions available. Submit only Paper version.
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. : Form Approved OMB No. 2070-0060
o 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notlce: The public reporling burden for this coliection of information is estimated to average 0.25 hours per response for regisiration activities apd 0.25 hours per respanse for
reragistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of

information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S, Environmental Protection Agency, 401 M Street, 8.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date October 8, 2016 EPA Reg No./File Symbo! 56783-1 Page 10of 3
Applicant' s/Registrant's Name & Address EcoHealth, Inc. Product
g?ogﬁl‘::x?as M 02446 Damminix
Parmethrin

Guideline Reference Number Guidetine Sludy Name MRID Number Submitter Status Note

61-1/830.1550 Chemical Identity 48085301 EcoHeath OWN

61-2/1830.1600 Description of Beginning Materials 48085301 EcoHeath CWN

61-2/830.1600 Descriplion of Beginning Materials Vol. 1 of 2 EcoHeath OWN

61-2/B30.1650 Description of Formulation Process 48085301 EcaHealth OWN

61-2/830.1650 Description of Formulation Process Vol. 1 of 2 EcoHeath OWN

61-3/830.1670 Discussion of Farmation of impurities 48085301 EcoHeath OWN

62-1/830.1700 Preliminary Analysis ;*';;;;;:l anlatagrated

62-2/830.1750 Cerlification of ingredient Limits 48085301 EcoHealth OWN

62-2/830.1750 Gerlification of Ingredient Limits Vol.1of2 EcoHeath OWN

62-3/1830,1800 Analylical Method to Verify Certified Limits 48085301 EccHealth OWN

63-2/830.6302 Color 00184297 EcoHealth OWN

£3-3/830.6303 Physical State 00164287 EcoHealth OWN

§3-4830.6304 Ndor 00164297 EcoHeath OWN

33-5/'830.720C - ;'ﬂling Point NA - EP

Name and Title Sharon M, Johnston Date
Reguiatory Consultant 10-08-2016

EPA f,er&(as?rﬁF {9-7* Elect-onic and Paper versions available. Submit only Paper version,
~

Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Sireet, S.W.
WASHINGTON, D.C. 20460

Form Approved OWMB No. 2070-0060

send the form to this address.

Paperwork Reductlon Act Notlca: The public reporting burden for this collection of information is estimated fo average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review aclivities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any other 2spect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Dlvision {2137), U.S. Environmental Protection Agency, 401 M Strest, S.W., Washington, DC 20460. Do not

DATA MATRIX
Date OcloberB, 2016 EPA Reg No/File Symbol 56783-1 Page 2 of 3
Applicant's/Registrant's Nama & Address EcoHeatth, Inc. Produgt
S?oﬂifiis A 09446 Damminix
ingredient  Parmethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Stalus Note
53-6/830.7220 Boiling Point NA - EP
63-7/830.7300 Density, Buik Density or Specific Gravity Q0164297 EcoHealth OWN
£3-8/830.7840 & 830.7860 Solubility NA - EP
63-9/830.7950 Vapor Pressure NA - EP
63-10/830.7370 Dissociation Constant NA - EP
63-11/B30.7570 Oclanol Water Partition Coefficient NA - EP
63-12/830.7000 pH NA- Nat disparsibie b
63-13/830.6313 Stability NA -~ EP
63-14/830.6314 OxidizingfReducing Aclion E:\n; mnu;n N g:?‘ l:;dd'uing
63-15/830.6315 Flammability Vol.2of 2 EcoHealth OWN
63-16/830.6316 Explodability e”;;ﬂ::mm'ﬂaﬂv
63-17/830.6317 Storage Stability 48081801 EccHealth OWN
63-18/830.7100 Viscosity N4 - solid
63-19/830.6319 Miscihilitv NA - Not an EC
e R I —
€3-20'830 5320 Cerrosinn Characteristics 48719802 EcoHealth OWN
Signature g ’ Name and Title Sharon M. Johnston Date
// Regulatory Consultant 10-06-2016

Ewrﬁ‘n 570~?f- {9-97 Electranic and Paper versions available. Submit only Paper version.

Agency [nternal Use Copy
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ot Form Approved OMB No. 2070-0060
@3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 204860

Paperwork Reduction Act Notlce: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration aclivitles ang 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions @nd completing the necessary forms, Send comments regarding the burden estimate or any other aspect of this collection of

information, including suggestions for reduging the burden fo: Director, OPPE Information Management Division (2137}, U.8. Environmental Protaclion Agency, 401 M Sireet, S.W., Washington, DC 20480. Do not
send the farm to this address.

DATA MATRIX
Date October§, 2016 EPA Reg No./File Symbol 56783-1 Page 3 of 3
Applicant' siRegistrant's Name & Address EcoHealth, Inc. Product
g?o'::h‘:\? A 02446 Darneinix

Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Mote

53-21/830.6321 Dislectric Breakdown Voltage ::;glf:;:;am aer;unu

81-1/870.1100 Acute Oral Toxicity 43798701 MGHK oLD

81-2/870.1200 Acute Dermal Toxicity 43799702 MGK oLD

81-3/870.1300 Acute Inhalation Toxicity 43799703 MGK OLD

81-4/870.2400 Primary Eye Irritation 47879901 EcoHeaith OWN

81-5/8702500 Primary Dermal Imitation 437549705 MGK oLh

81-6/870.2600 Dermal Saensitization 43893801 MGK oLD

95-11/810.3500 Efficacy data - ticks 00164208 EcoHealth OWN
Signatum// Name and Tille Sharon M. Johnston Date

/ Raegulatory Consultant 10-06.2016
-~

Evjn'ﬁgt‘ﬁss {9 £7) Electronic and Paper versions available, Submit only Paper version, Agency Internal Use Copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

October 12, 2016
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OPP Decision Number: D-522505

EPA File Symbol or Registration Number: 56783-1
Product Name: DAMMINIX

EPA Receipt Date: 07-Oct-2016

EPA Company Number: 56783

Company Name: ECOHEALTH, INC.

SHARON M. JOHNSTON
REGGUIDE

REPRESENTING ECOHEALTH, INC.
509 TOWER VALLEY DRIVE
HILLSBORO, MO 63050

SUBJECT: Receipt of Amendment and 75% Small Business Waiver Request
Dear Registrant:

The Office of Pesticide Programs has received your amendment, 75% small business
waiver request, and certification of payment. If you submitted data with this amendment, the
results of the PRN-2011-3 screen will be communicated separately. During the administrative
screen, the Office of Pesticide Programs has determined that this Action is subject to a Pesticide
Registration Service Fee as defined in the Pesticide Registration Improvement Act.

The Action has been identified as Action Code; R340

AMENDMENT;NON-FAST TRACK;REVIEW WITHIN RD, E.G. PRECAUTIONARY
LABELING; :

Your request for waiver has been forwarded for review. You will be notified in
writing when a determination is made regarding your request. If your waiver request is approved,
the decision review time period will start on the date of approval. If your waiver request is
denied, you will receive an invoice for the outstanding balance. If you have any questions,
please contact the Pesticide Registration Service Fee Ombudsman at (703) 308-9362.

Sincerely,

-_)"-—-_.-/ - T

Front End Processing Staff

Information Technology & Resources Management Division
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2

Fee for Service]  {993200g~

This package inciudes the following | ! for Division
.
o
. |©New Registration 1| CAD
] o
® Amendment - BPPD
| °RD
. ¥Studies? “Fee Waiver? | |

1R . 4
Svolpay % Reduction: \,/ f Risk Mgr

. Receipt No. s-[ 993200
 EPA File Symbol/Reg. No. 56783-1
| Pin-Punch Date: 10/7/2016

1 This item is NOT subject to FFS action.
Action Code: = |/ Parent/Child Decisions: |

Requested: ,2 S |

|
|
|
AmountDue: $ © 7% %. ¢! |

|
|
| Granted: | ¥'%y ¢
|
|

|
|
i
i
|
1
|
|
|
|
|
|

® Inert Clear dkor(lntfnded Use Uncleared Inert in Product
T ( \ ( > Date:  /( / e // (

Reviewer:

oy
LS

Remarks:
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&% Receipt far Section 3

S: 993200 Mitestong Email: e e ,
B T L — N i Print Letter i
Ragulatory Typs: -Product Registration - Section 3 {] ? ;
o S o e | Enter Mare Information |
Application Type: Amendment ~ | ) g -
o e - Billable: .@: Yes i Tracking
Company; 56783 . ECOHEALTH.INC. 2 ‘
[Tl
Me Too < i . Me Too Product . T
Sectiond: o . Name: R : o\
Application Date: 06-0ct-2016 | [if| OPP Recd Date: 07-0ct-2016  [igl| | Recsipt Content.
Fromt End Date: (7-0et-2095 [@} Risk Manager Sand Date: {@-} S_tudy N
FES Due Date: ' Negotigted Due Date: _ CsF -
QPP Target Date; o ' ' ' ‘ N
Fas: Trask | © . NewIngredient: | __ L View/Edit
Receipt Descnptian; . } LT T
AMENDMENT WITH STUDIES/FEE WAIVER
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Plessa rasd inﬂw‘ ps on revarse bafors comp. 4 form.

o Unitad Statas Registration OFP idantifier Numbar
‘-’Em Environmental Protection Agency v | Amendment
Washington, DC 20460 Other
Application for Pesticide - Section |
1. Company/Praduet Number 2. EPA Product Menager 3. Propoged Classification
567831 Laura Bacon l / | None D Ragtrictad
4. Company/Product (Namae) PMF
Damminix 4
5. Name and Address of Applicant finclude ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3{c}3}
EcoHealth, inc. {b){i}, my product is similar or identical in composition and labeling
§6 Hawes St to:
Brockline, MA 02446 EPA Reg. No.
D Check if this is 8 new address Produci Name
Section - Il
Amendment - Explain below. Final printed labsls in repsonse to

Apgancy lattar dated
D Resubmission in response to Agency Istter dated I:I "Ms Too™ Application.

D Naotification - Explain below. I:I Othor - Explain balow,

Explanation: Use additional page(s} if necessary. {For section | and Section 11.)
R340 Action - Submission of Altemate Formulation Process and Supporting Product Chemistry Data

e-mail: Johnston@RegGuide.net

Section - I

1. Material This Product Will Be Packaged In:

Chitd-Resistant Packaging Unit Packaging Woater Solubte Packaging 2. Type of Container
. Yas Yeos - - Yas Metel
7 Plastic
No - Ne - No Glags
- o | v | paper
. . If "Yes" No. per If "Yes No. per P ]
b' Cergﬁqaggn must Unit Packaging wgt. container Package wgt container Other {Specify)
o submitt 0.16 0z 6-24 | :
3. Location of Net Contents Information 4. Size{s) Retsil Container 5. Location of Labe! Directions
[¥] Label [ ] container 0.95-3.81 oz [ . on 1abel
6. Manner in Which Label is Affixed to Product [ ||P_|'thograiphd M Other  printed directly on package
aper glys
Stanciled

Section - IV

1. Contact Point (Complete itemns diractly below for identification of individual ta be contacted, if necessery, to process this arplication.)

Name Title Telaphona Mo. (Inc'ude Area Code)
Sharon M. Johnston Regulatory Consuitant 636-942-2583
Certification 8. Jace Application
| certify that the statements | have made on this form and all attachments thereto are trus, accurste end complete. Rawndved
| acknowiedge that any knowlinglly false or mislaading statement may be punishable by fine or imprisonment or {Stampcd}
both under appliceble law.
2. Signature 3. Title
s Reguiatory Consultant
4, Typed ;rna 5. Date
Sharon M. Johnston October 8, 2016

EPA Form 8570-1 {Rev. 3-34] Pravious editions are obsolste. Whita - EPA File Copy {origmal) Yallow -iﬂ)ieam Copy



Pay.gov - Receipt Page 1 of 1

Receipt

Your payment is submitted
Pay.gov Tracking |D: 25UAC2H3
Agency Tracking ID: 75105813828
Form Name: Pesticide Registration Improvement Act - Prepayment
Application Name: PRIA Service Fees
Payment Information
Payment Type: Bank account (ACH)
Payment Amount: $997.00
Transaction Date: 10/06/2016 04:11:00 PM EDT
Payment Date: 10/07/2016
Registration Number: 56783-1
Company Name: EcoHealth, Inc.
Company Number: 56783
Action Code: R340
Account Information
Account Holder Name: Sharon M Johnston
Routing Number: 081503607
Account Number; *****sxxakss3 a0

Email Confirmation Recsipt

No confirmation email was provided during the creation of this transaction.

O%lﬁ)er 06, 2016

hitps:#/pay.govipublic/collectionvconfirm/print/25UAC2H3



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

December 15, 2016

Sharon M. Johnston
Regulatory Consultant
Ecoldealth, Inc

56 Hawes Street
Brookline, MA 02446

Subject: Notification per PRN 98-10 — ABNs
Product Name: DAMMINIX
EPA Registration Number: 56783-1
Application Date: 10/12/2016
Decision Number: 522661

Dear Ms. Johnston:

The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10 for the above referenced product. The Registration Division
(RD) has conducted a review of this request for its applicability under PRN 98-10 and finds that
the action requested falls within the scope of PRN 98-10. '

The alternate brand names “Damminix Tick Control System” and “Damminix Tick Defense
System” have been added to the product record.

If you have any questions, you may contact Angela Hollis at 703-347-0216 or via email at
hollis.angela@depa.goy.

Sincerely,

Kable Bo Davis, Product Manager 3
Invertebrate and Vertebrate Branch 1

Registration Division (7505P)
Office of Pesticide Programs
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U.5. Environmental Protection Agency
Office of Pesticide Programs

Registration Division 7505-P

Phone- 703 347-0216
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Pesticide Regulatory Services

RegGuide

October 12, 2016

Document Processing Desk (NOTIF)
Registration Division (7504P)

Office of Pesticide Programs

US Environmental Protection Agency
Room $-4900; One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

ATTN: Laura Bacon
Product Manager 4
invertebrate-Vertebrate Branch 1
SUBJECT: Notification of Alternate Brand Name
Damminix; EPA Reg. No. 56783-1
Dear Ms. Bacon:
Enclosed, please find one marked copy of the above-subject tabel. The only change being made at this time is

the addition of two alternate brand names ~ “Damminix Tick Control System” and *“Damminix Tick Defense
System”,

if you have any questions, please do not hesitate to contact me at {636} 942-2583.

Sincerely,

Sharon M. Johnston
Regulatory Consultant
Agent for EcoHealth, Inc.
Enclosures

cc: A. Ganak; EcoHealth

Sharon M+ Johnston, Esg- Tel: 636-942-2583
509 Tower Valley Drive Fax: 636-948-9720
Hillsbaro, MO 63050 e-mail: Johnston@ReqGuide-net
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Plasse read instnictions on revarse befors cc. . deting form.

“ United States ‘|| Registration | ©PP dentifier Number
\'IEm Environmental Protection Agency Amendment
Washington, DC 20460 v Other

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Managesr 3. Proposed Classification
56783-1
Laura Bacon l v | None I I Restricted
4. Company/Product {Name) PM#
Damminix 04
S. Name and Address of Applicant finclude ZIP Cadel 6. Expedited Reveiw. In accordance with FIFRA Section 3{cH3)
EcoHealth, inc. {b){i). my product is similar or identical in composition and labeling
56 Hawes Street to:
Brookline, MA 02446 EPA Reg. No.
D Chack if this is & new addrass ' Product Name
Section - Il
D Amendment - Explain balow, ‘ ’ Final printed Isbels in repsonse to

Agency letter dated
D Resubmission in response to Agency letter dated __ _ I:I "Me Too™ Application.

Notification - Explain below. _ D Other - Explain below.

Explanation: Use additional page{s} if necessary. (For section | and Section JI.)

This notification is consistent with the pravisions of PR Notice 98-10 and EPA requlations at 40 CFR 152.46 and no olher changes have been made to the
labeling or Lhe confidential statement of formula of this product. | understand (hat it is a viofation of 18 U.S.C. Sec. 1001 to willfully make any false statement to
EPA. | further understand Lhat if this notification is not consistent with the terrns of PR Notice 98-10 and 40 CFR 152,46, Lhis product may be in violation of
FIFRA and ) may be subjecl to enforcement action and penalfties under sections 12 and 14 of FIFRA.

Notification of Alternate Brand Names per PR Notice 98-10.

Section - Il

1. Material This Product Will Ba Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
. Yes Yes . Yos Metal
Plastic
No - No No | Glass
- - If "Yas" No. per If "Yas" No. par v | Paper
¢ C&!'ﬁ'ﬁc.abon must Unit Packaging wgt. container Package wgt containar Other {Specity)
be submitted
0.16 oz 6-24 . I
3. Lacation of Net Contents Information 4. Size(s) Retail Container _ 5. Location of Label Directions
m Label L_’ Contsiner 0.96 - 3.84 oz L:d On label
6. Manner in Which Lebel is Affixed to Product Lithograph m Other printed direclly on package
Paper glued
Stanciled
Section - IV
1. Contact Point [Complate iterns directly belaw for identification of individual to be contacted, if nacessary, to process this apoivetion.} .
Name Title Telephone No. {include Arce Cuda,
Sharon M. Johnston Regulatory Consultant (636} 942-2583

Certification 6. Date Application

| certify that the statements | have made on this form and all attachmonts thareto are trus, accurate arxd complete. Rereived
| acknowiedge that any knowlinglly felse or misleading statement may be punishsble by fine or imprisonment or {Stampodl
both under appliceble law.

3. Tide
Regulatory Consultant

5. Date

Sharon M. Johnston October 12, 2016

EPA Form 8570-1 (Rev. 3-94) Provious editions are obsolets. White - EPA File Copy (originall  Yellow -2@Pplicant Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460
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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

July 9, 2015

Sharon M. Johnston
Regulatory Consultant for
Ecohealth, Inc.

56 Hawes St.

Brookline, MA 02446

Subject: CSF Notification per PRN 98-10 — Updating the company and active ingredient
information to reflect the transfer of registration in addition to including an
additional source of supply of the active ingredient on the alternate CSF.
Product Name: Damminix
EPA Registration Number: 56783-1
Application Date: June 23, 2015
Decision Number: 506313

Dear Ms. Johnston;

The Agency is in receipt of your Application for Pesticide Notification under Pesticide
Registration Notice (PRN) 98-10. The Registration Division (RD) has conducted a review of this
request for its applicability under PRN 98-10 and finds that the actions requested fall within the,
scope of PRN 98-10. The CSFs submitted with your application have been stamped
“Notification” and placed in our files.

Please note that the record for this product currently contains the following CSFs:

- Basic CSF dated 06/23/2015
- Alternate CSF 1 dated 06/23/2015

Any CSFs other than those listed above are superseded/no longer valid. If you have any
questions, please contact Jennifer Gaines at 703-305-3967 or via email at
gaines.jennifer@epa.gov.

Sincerely,
.

! \ .I s _ .
- i NS - V
. i Y .
FITEPAUC AL IS LL LN L/‘\\)
| l

J
Jennifer Urbanski, Ph.D.
Product Manager 04
[nvertebrate & Vertebrate Branch 1
Registration Division {7505P)
Office of Pesticide Programs
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Plesise read insirictions on reverss befors comp g form. Form Approvey

P United States Registration OPP Idantifier Number
\"‘”EPA Environmental Protection Agency Amendment
Woashington, DC 20450 v Other

Application for Pesticide - Section |

1. Company/Product Number 2. EFA Product Manager 3. Proposed Classification
567831 Jennifer Urbanski Nom D Restricted
4. Company/Product {Nama) PME
Damminix 4

5. Name and Address of Applicant {includs ZIF Cade) 6. Expedited Reveiw. In accordance with FIFRA Section 3{c}(3)

EcoHealth, Inc. {bMi}, my product is similar or identical in compesition and {abeling

56 Hawes St. to:

Broaokfline, MA 02446 EPA Reg. No.

D Check i this is a new address Product Name
Section - {i
l:] Amendmant - Explain below. | I Finel printed labals in repsanse to
Agency letter dated

D Resubmission in response to Agency letter dated D "Ma Too" Application.

Motification - Explain below. D Other - Explain balow,

Explanation: Use additional page(s) if necessary. {For section | and Section II.}

This notificalion is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the
labeling or the confidential statement of formula of this product. | understand Lhat it is a viotation of 18 U.S.C. Sec. 1001 to willfully make any false statement to
EPA. | further understand that if this notification is not consistent with Lhe terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of
FIFRA and | may be subject to enforcement aclion and penalties under sections 12 and 14 of FIFRA,

NOTIFICATION OF ALTERNATE SOURCE OF ACTIVE INGREDIENT PER PR NOTICE 95-10

Section - I

1. Material This Product Will Ba Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yas - Yeos l Yas Matal
Plastic
No No No Glass
- - " n [ / Paper
- - If "Yas MNo. par if "Yeos No. per P .
* Ceraﬁqaban must Unit Packaging wgt. container Package wgt containar Othar {Specify)
be submitted :
3. Location of Net Contents Information 4. Size{s) Retail Container 8. Location of Label Diractions
M Label U Container 0.95-3.810z | "_}' on label
6. Manner in Which Labal is Affixed to Product Lithogragh m Other  printed directly on package
Lo
anci

Section - IV

1. Contact Point {Complats itams directly below for identification of individual to bs contacted, if necessary, 1o process this applicaticn.}

Name Title Telaphone Ne. {'rslude Area Code)
Sharon M. Johnsion Regulatory Consultant 635-942-2583
Certification 6. Date Applicaton
f cartify that the staternents | have made on this form and all attachments thareto are true, accurate and completa. Ruceived
I acknowledge that any knowlingily false or misleading statement may be punishable by fine or impnsomnment or {S:ampedl
both under applicable law.
2. Signatura o 3. Tide :
// — Regutatory Consultant
-
4, T‘,_, Name 5. Data
Sharon M. Johnston June 23, 2015

EPA Form 8570-1 [Rev. 3-24) Pravious editions are obsolete. White - EPA File Copy loriginal) Yellow4 Spplcant Copy






Material Sent for Data Extraction
Reg. # <6733 |

Description: _ 4. ,~<

|;1 Material(s) Sent to Data Extraction Contractors:

/fél New Stamped Label Dated ___1_ -

[ 1 Notification Dated

>
L} New CSF(s) Dated < "

[] Other:

[ 1 Decision #:

[ 1 Other Action/Comments:

File this coversheet and attached materials in the jacket. It must be
well organized and clipped together, NOT STAPLED. Then give the
jacket with the coversheet and materials to staff in the Information
Services Center (ISC) (Room $-4900). If a jacket is full or only
available as an image, please file materials in a new jacket and bring it
down to the (ISC). For further information please call 703-605-0716.

Reviewer: £yl \ /O

Phone: Division: 9 2% 135
Date: 7-22')
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460-0001

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

7 e i1

Sharon Johnston

Agent for EcoHealth, Inc.
509 Tower Valley Drive
Hillsboro, MO 63050

Subject: Amended Reregistration Label
Product Name: Damminix
IEPA Registration Number: 56783-1

Dear Ms. Johnston;

The Agency, in accordance with the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as
amended, has completed reviewing all of the information submitted with your application to support the
reregistration of the above referenced product in connection with the permethrin RED(s), and has
concluded that your submission is acceptable.

NOTE: This product is not being reregistered under sections 3(c)5 and 4(g) of FIFRA at this time.

Please be reminded that 40 CFR Part 156.140(a)(4) requires that a batch code, lot number, or other code
identifying the batch of the pesticide distributed and sold be placed on non-refillable containers. The
code may appear either on the label or durably marked on the container itself, and can be added by non-
notification per PRN 98-10. '

Please note that the record for this product currently contains the Confidential Statements of
Formulation (CSFs) listed below. Any previously dated CST's are superseded.

- Basic CSF, dated 4-30-10

A copy of yoﬁr label stamped “Accepted” is enclosed for the subject product. Products shipped after 12
months from the date of this amendment or the next printing of the label whichever occurs first, must
bear the new revised label. Your release for shipment of the product bearing the amended label
constitutes acceptance of these conditions. If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec. 6(¢).
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Page 2
EPA Reg. 56783-1

If you have any questions about this letter, please contact either Erik Kraft at (703-308-9358) or via

email at Kraft.Erik(@epa.gov or Richard J. Gebken at (703) 305-6701 or via e-mail at

Gebken. Richard(depa.gov .

Sincerely yours,

£ T

Richard J. Gebken

Product Manager (10)
Insecticide Branch
Registration Division (7504P)
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56783-1: Page 10of2
072913

A TICK TOXICANT

As an aid in the controf of ticks (that may carry Lyme Disease) that infest mice and nests of mice found around yards, play
areas, parks, brush, paths and in woodlands.

24 tubes freats approximately 22,000 sq. ft.

Active Ingredient;

Permethrin® ... e 1A%
Other Ingredients: ...............cc.ccoooiiiiiiiieeevee e _92.8%
Total oo e 100,00%
*CisArans ratio: min. 35% (+/-) ¢is and max. 65% (+/-) trans. A C C E P T E D
7 (_?_. .)_ . fJ
EPA Reg. No. 567831 EPA Est. No.
Under !i'le Federal Hn.scg:t_icide,
Keep Out of Reach of Children :ﬂﬂ;’ﬁf}?ﬂﬂgﬁ“
CAUTION R Y
First Aid
If Swallowed |+ Call a poison control center or doctor immediately for treatment advice.
+ Have person sip a glass of water if able to swallow,
» Do not induce vomiting unless told to do so by a poison control center or doctor.
» Do not give anything by mouth to an unconscious person.
If in Eyes = Hold eye open and rinse slowly and genély with water for 15-20 minutes.
» Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
» Call a poison control center or doctor for treatment advice.
If on Skin Take off contaminated clothing.
or Clothing Immediately rinse skin with plenty of water for 15-20 minutes.
Call a poison control center or doctor for treatment advice.
Have the product container or label with you when calling a poison control center or doctor, or going for treatment. You
may call 1-800-222-1222 for emergency medical treatment information.

See side [back] panel for additional precautions.

EcoHealth, inc.
56 Hawes Street
Brookline, MA 02446
{617) 742-2400
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56783-1: Page 2 of 2
0772913

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals
CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact with eyes or clothing. Wash thoroughly
with soap and water after handling and before eating, drinking, chewing gum or using tobacco.

DIRECTIONS FOR USE
Itis a violation of Federal law to use this product in a manner inconsistent with its labeling.

FOR OUTDOOR APPLICATION ONLY. For the reduction of ticks associated with the mice that serve as reservoirs for
pathogens causing Lyme disease and babesiosis. Ticks feeding on these animals become infected and may transmit
disease to humans, dogs, and horses. .

For best results, place tubes flat on the ground in all brush-covered and wooded areas to be treated. The maximum
distance between tubes should not exceed 10 yards in any direction. Treatment should be limited to areas inhabited by
mice, and need not include mown lawns or open grasslands. Tubes should be positioned so that mice have access to the
open ends. Product works best if not covered by leaves or other material.

FOR TREATMENT AROUND YARDS: Place tubes within 1 yard of the edge of mown lawn, in flower gardens, under
bushes and along fences, wherever mice may reside. For complete coverage, alt brush-covered or wooded areas within
50 yards surrounding the yard area to be protected should be treated.

FOR TREATMENT OF WOODLOTS: Tubes should be placed in a contiguous array {such as a grid design}, with no more
than 10 yards between tubes in any direction. For complete coverage, apply tubes up to the brush-covered edge
surrounding the woodlot. Tubes placed near thickets or rotting logs within the woodlot will be more effective than those
placed in more open woodland terrain.

Tubes may be applied anytime between April 1 and mid-September, but should be applied at least twice a year. For best
resuits, apply just prior to the feeding activity periods for nymphal (May-June) and larval {August-

September) ticks, Tubes may also be replaced when nesting material is completely removed. The tubes and unused
cotton are biodegradable and may be left in the application site.

Storage and Disposal
Do not contaminate water, food or feed by storage.
Storage: Store at rcom temperature in an area inaccessible to children and pets.
Disposal: If empty: Non-refillable container. Do not reuse or refill this container. Place in trash or offer for recycling if

available. If partly filled: Call your local solid waste agency for disposal instructions. Never place unused product down
any indoor or outdoor drain.

Net Contents:
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460-0001

OFFICE OF CHEMICAL SAFETY
AND POLLUTICN PREVENTICN

VAR -/J“)
Sharon Johnston
509 Tower Valley Drive
Hillsboro, MO 63050
Subject: Request for Updated Reregistration Label for EPA Reg. No. 56783-1

Product Name: Dammix
Dear Ms. Johnston:

The Agency has completed a preliminary review of the label that your company
submitted in support of the reregistration of EPA Reg. No. 56783-1 / Dammix and has determined that
the referenced label did not effectively incorporate all mandatory mitigation language required by the
permethrin RED(s).

Within 10 working days of the date of this letter, you must submit an updated label incorporating
atl mandatory mitigation language required by the RED(s) (please see the attached sheet for required
changes). If we do not receive an amended label in response to this letter, the Agency may pursue
[urther regulatory action, including cancellation under section 6 of FIFRA.

If you have any questions about this letter, please contact either Erik Krafi at (703-308-9358) or
via email at Kraft.Erik@epa.gov or Richard J. Gebken at (703) 305-6701 or via e-mail at
Gebken Richard(@epa.gov . When submitting the amended label in response to this letter, a copy of this
letter should accompany the submission to facilitate processing.

Sincerel ym?s,

Richard J. Gebken

Product Manager (10)
Insecticide Branch
Registration Division (7504P)
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The following changes must be incorporated into the label to be in compliance with the above mentioned
RED(s):

) Per the acute toxicity review, the Hazards to Humans and Domestic Animals must be revised to read:

“Harmful if swallowed. Causes moderate eye irritation. Avoid contact with eyes or clothing. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using
tobacco.”

2) Revise the First Aid Statement so that the “If in Eyes™ statement appears after the “If Swallowed”
statement.
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56783-1: Page 1 of 2
04/30410

A TICK TOXICANT

As an aid in the control of ticks (that may carry Lyme Disease) that infest mice and nests of mice found around yards, play
areas, parks, brush, paths and in woodlands. :

24 tubes treats approximately 22,000 sq. f,

Active Ingredient:

Permethrin® ..o e T.4%
Other Ingredients: ..o 92.6%
Total ... 100.00%

*Cisdrans ratio: min. 35% (+/-} ¢is and max. 65% (+/-} frans.

EPA Reg. No. 56783-1 EPA Est. No.

Keep Out of Reach of Children
CAUTION

First Aid
Call a poison control center or doctor immediately for treatment advice.
Have person sip a glass of water if able to swaltow.
Do not induce vomiting unless told to do so by a poison control center or doctor.
Do not give anything by mouth to an unconscious person.
Take off contaminated clothing.
Immediately rinse skin with plenty of water for 15-20 minutes.
Call a paison control center or doctor for treatment advice. .
Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
Call a poison control center or doctor for treatment advice.
Have the product container or label with you when calling a poison control center or doctor, or goirg for treatment. You
may call 1-800-222-1222 for emergency medical treatment information.

If Swallowed

If on Skin
or Clothing

If in Eyes

See side [back] panel for additional precautions.

EcoHealth, Inc.

33 Mt. Vernon St.

Boston, MA 02108
{617) 742-2400
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56783-1: Page 2 of 2
0473010

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals
CAUTION: Avoid contact with eyes, skin or clothing. Contact with skin may result in temporary numbing and tingling
sensations. Wash hands thoroughly with soap and water after handling and before eating, drinking, chewing gum or
using tobacco. Remove and wash contaminated clothing before reuse.

DIRECTIONS FOR USE
itis a violation of Federal law to use this praduct in a manner inconsistent with its labeling.

FOR OUTDOOR APPLICATION ONLY. For the reduction of ticks associated with the mice that serve as reservoirs for
pathogens causing Lyme disease and babesiosis. Ticks feeding on these animals become infected and may transmit
disease to humans, dogs, and horses.

For best results, place tubes flat on the ground in ali brush-covered and wooded areas to be treated. The maximum
distance between tubes should not exceed 10 yards in any direction. Treatment should be limited to areas inhabited by
mice, and need not include mown lawns or open grasslands. Tubes should be positioned so that mice have access to the
open ends. Product works best if not covered by leaves or other material.

FOR TREATMENT AROUND YARDS: Place tubes within 1 yard of the edge of mown lawn, in flower gardens, under
bushes and along fences, wherever mice may reside, For complete coverage, all brush-covered or wooded areas within
50 yards surrounding the yard area to be protected should be treated.

FOR TREATMENT OF WOODLOTS: Tubes should be placed in a contiguous array {such as a grid design), with no more
than 10 yards between tubes in any direction. For complete coverage, apply tubes up to the brush-covered edge
surrounding the woodlot. Tubes placed near thickets or rotting logs within the woodlot will be more effective than those
placed in more open woodland terrain.

Tubes may be applied anytime between April 1 and mid-September, but should be applied at least twice a y=ar. For best
results, apply just prior to the feeding activity periods for nymphal {May-June) and larval (August-

September) ticks. Tubes may also be replaced when nesting material is completely removed. The tubes and unused
cotton are biodegradable and may be left in the application site.

Storage and Disposal
Do not contaminate water, food or feed by storage.
Storage: Store at room temperature in an area inaccessible to children and pets.
Disposal: If empty. Non-refillable container. Do not reuse or refill this container. Place in tash or offer for recycling if
avaiiable. If partly filled: Call your local solid waste agency for disposal instructions. Never place unused pioouct down
any indoor or outdoor drain.

Net Contents:
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Pesticide Regulatory Services

49081800

RegGuide

March 14, 2013

Pesticide Re-Evaluation Division (7508P)
Office of Pesticide Programs

US Environmental Protection Agency
One Potomac Yard (South Building)
2777 S. Crystal Drive

Arlington, VA 22202

ATTN: Bonnie Adler

Chemical Review Manager

Permethrin; Case No. 2510; PDCi-109701-26513
SUBJECT: EcoHeailth, Inc.

Damminix®; EPA Reg. No, 56783-1

Mite Arrest®; EPA Reg. No. 56783-2
Submission of Storage Stability data Per Your Letter Dated January 11, 2013

Dear Ms. Adler:

Enclosed, please find 14-day elevated temperature storage stability data in response to the Permethrin data
call-in notice for the above-subject products. These products are identical in formutation.

A data matrix for each product is enclosed.
A transmittal document is attached as page 2 of this letter.

If you have any questions, please do not hesitate to contact me at (636) 942-2583,

Sincerely,

-
Sharon M. Johnston
Regulatory Consultant
Agent For EcoHealth, Inc.
Enclesures

cc. Ariana Ganak; EcoHealth

Sharon M. iohnston, Esg. Tel: 636-942-2583
509 Tower Valfey Drive Fax: 636-948-9720
Hillsbhore, MO 63000 e-mail: Johnston@RegGuide.net
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March 14, 2013
Page 2

TRANSMITTAL DOCUMENT

1, Name and Address of Submitter
EcoHealth, Inc.
56 Hawes Street
Brookline, MA 02446
2. Regulatory Action in Support of Which This Package is Submitted

Application for Re-Registration

Damminix®; EPA Reg. No.: 56783-1
Mite Arrest®; EPA Reg. No. 56783-2

3. Transmittal Date

March 14, 2013

4, List of Submitted Studies:
OPPTS
MRID No. Volume No. Guideline No. Study Title
49081801 1of1 830.6317 Physical & Chemical Characteristics of

Damminix® Tick Tubes: Storage Stability

Company Official: Sharen M. Johnston

Regulatory Consultant
Agent for EcoHealth, Inc.

Phone: (636) 942-2583
Signature:
Company Name: EcoHeaith, Inc.
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Plosse resd instructions on reverse bafore com, g farm.

United States

SEPA

Environmental Protection Agency
Washington, DC 20480

Other

Registration
Amendment

OPP Identifier Number

Application for Pesticide - Section |

1. Compeny/Product Number
56783-1

2, EPA Product Managar
Mark Suarez

4. Company/Product (Nama) Damminix

PM#
13

3. Proposed Classification

m None ]:I Restricted

5. Nama and Address of Applicant flnclude ZIP Coda)
EcoHealth, Inc.

56 Hawes Street

Brookline, MA 20446

I:’ Check if this is @ new address

6. Expedited Reveiw. In accardance with FIFRA Section 3{c}{3)
bifi}, my product is similar or identical in composition and labeling

ta:
EPA Reg. No.

Product Name

Section - i

I:] Amendment - Explain below.

D Notification - Explain below.

Resubmigsion in response to Agency latter datod _ 0_.1.'1 1-2013 D

Final printed labels in repsonse ta

[ ]

Agancy lattar dated
"Me Too™ Application.

Other - Explain bhalow.

[ ]

e-mail: Johnston@RegGuide.net
Fax:  (638)548-9720

Application for Re-Registration - Submission of Starage Stability data

Explanation: Use additionsl page(s} if necessary. (For section I and Section I.)

Section - 1l

1. Material This Product Will Be Packaged in:

Child-Resistant Packaging Unit Packaging

Watar Solubla Packaging

‘ ‘ Yes Yes Yos ::;:lc
No . No No I Glass
: - If "Yas" No. per If "Yas” No. par v | Paper
b. cergnﬁ:"_aﬂm must Unit Packaging wgt. container Package wgt containar Other (Specify)
@ submittod 0.159 oz 6 or 24 |

2. Type of Container

3. Location of Net Contants information

4. Sizels) Retail Container

| £ I On labe!

§. Location of Labal Directions

M Label LJ Container 0.95-3.81 0z
8. Manner in Which Label is AHixed to Product Lithograph Other printed directly on package
gfper_plgod

Section - IV

1. Contact Point {Complete itams directly below for identification of individusl to be contactsd, if necessary, to p-cz3>. Jhis appheation.)

: Telepl.one No. {Includa Area Code)

Name Title |
Sharon M. Johnston Regulatory Consultant I {B36) L4z-2583
Certification 6. Date Apalication
| cantify that the statermnents | have made on this form and afl attachments thereto are trus, accurate and complate, Received
I acknowiedge that any knewlinglly false or misleading statement may ba punisheble by fine or imprisonment ~r {Stamped])
both under applicable law.
2. Signaturae 3. Tide
/ Regulatory Consuitant
. - -
4. Typed e < 5. Date
Sharon M. Johnston March 14, 2013
Whits - EPA Fda Copy [originsl) Yeolow -S\gplicam Copy

EPA Form B8570-1 {Rev. 3-94) Previous editions are obsociate.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g Q % WASHINGTON, D.C. 20460
g PHO"E'G«
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREYENTION
July 21, 2011
MEMORANDUM:
Subject: EPA Reg. No.: 56783-1/Damminix
DP Barcode: 391063
Case No.: 2510 . S
From: Jolene Trujillo, Biologist ’{ (e e Ce /e
Risk Management and Implementation Branch V (7508P)
Pesticide Re-evaluation Division
To: Bonnie Adler, CRM
Risk Management and Implementation Branch V (7508P)
Pesticide Re-evaluation Division
Applicant: EcoHealth, Inc.

33 Mt. Vernon St.
Boston, MA 02108

FORMULATION FROM EPA Reg. No. 56783-1 LABEL:

% by wt.
Active Ingredient(s):
)L 00 0= 111 40 s REUUURT U U SO SO O U TUT U PR PP PPPRR 7.4%
OLNEr IHETEAIEILIS): +oneeeeeeereeeeeeeereeeeseeeeeeteeeeesesesssessss sassaensenssnsarsassessnsnnsssrasresines 32070
Total 100.0%

Page 1 of 3
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BACKGROUND: In the 8 month response to the Permethrin RED, the registrant has cited acute
toxicity studies to support the reregistration of their product, EPA Reg. No. 56783-1. The
MRID’s are as follows: 437997-01 (81-1), 437997-02 (81-2), 437997-03 (81-3), 478799-01 (814,
waiver), 448338-01 (81-5), 438938-01 (81-6). Studies 81-1 and 81-2 were conducted by
Biosearch Inc., 81-3 and 81-6 by Stillmeadow Inc., and 81-5 by AgrEvo UK Limited. The test
material used in each of the studies was EPA Reg. No. 73049-277. These studies were previously
reviewed by RMIBV/PRD on 06/22/10 and found acceptable.

The registrant provided a waiver request in MRID No. 478799-01 for primary eye irritation. Based
on the use of the product and information presented in the walver request, the Agency agrees that
eye irTitation exposure potential is minimal, though still possible, therefore a toxicity category II1
classification is expected to provide adequate protection.

RECOMMENDATIONS:

e The acute toxicity waiver and studies cited are acceptable to support the reregistration of
EPA Reg. No. 56783-1. :

The acute toxicity profile for EPA Reg. No. 56783-1 is currently:

Acute Oral 11 Cited
Acute Dermal v Cited
Acute Inhalation v Cited
Primary Eye I Cited
Primary Dermal v Cited
Skin Sensitization non sensitizer Cited

NOTE: The acute toxicity requirements have been satisfied for the subject product.

LABELING:

ID#  56783-1/ Damminix

SIGNAL WORD: CAUTION

HAZARDS TO HUMANS AND DOMESTIC ANIMALS:

Harmful if swallowed. Causes moderate eye irritation. Avoid contact with eyes or clothing. Wash

thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using
tobacco.

FIRST AID:
IF SWALLOWED: Call poison control center or doctor immediately for treatment advice. Have

person sip'a glass of water if able to swallow. Do not induce vomiting unless told to do so by a
poison control center or doctor. Do not give anything by mouth to an unconscious person.

Page 2 of 3
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¥ IN EYES: Hold eye open and rinse slowly and gentty with water for 15-20 minutes. Remove
contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control
center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor or
going for treatment, You may also contact 1-800-xxx-xxxx for emergency medical treatment
information.

Page 3 of 3
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Decision #: 413308

DATA PACKAGE BEAN SHEET DR #: (413424)
| Date: 23-Jul-2013 NON PRIA
Page 1 of 1 Parent DP &:
Submission #: 874710
* * * Registration Information * ** E-Sub #:
Registration: 56783-1 - DAMMINIX .
Company: 56783 - ECOHEALTH, INC,
Risk Manager: RM 10 - Richard Gebken - (703) 305-6701 Room# PY{ S-7237
Risk Manager Reviewer: Bonnie Adler BADLER
Sent Date: 14-May-2010 PRIA Due Date: 05-May-2010 Edited Due Date:
Type of Registration: Praduct Registration - Section 3
Action Desc: (676} Product Reregistration‘Decision;
Ingredients: 109701, Permmethrin(7.4%}
*** Data Package Information * * *
Expedite: () Yes @ No Date Sent: 23-Jul-2013 Due Back:
DP Ingredient: 109701, Permethrin
DP Title: Final pkg for 56783-1 Permethrin
CSF Included: @@ Yes () No Label Included: @ Yes () No Parent DP #:
Assigned To Date In Date Qut
Organization: RD /1B Last Possible Science Due Date:
Team Name: RM 10 : Science Due Date:
Reviewer Name: Sub Data Package Due Date:

Contractor Mame:

** * Studies Sent for Review * * *

No Studies

*** Additional Data Package for this Decision * * *

Can be printed on its own page

*** Data Package Instructions * * *

This permethrin product is recommended for final reregistration based on your review of the attached preliminary labe! assessment, along with
PC and tox reviews for case 2510. The permethrin PDCI called in Efficacy for Impregnated Fabrics & ORMS as well as Companion Animal

Safety data.

According to the Registrants Response form for this product:

Efficacy/Impregnated Fabrics [810.3300] were marked as “not applicable” {#8)

Efficacy/ORMS (810.3500) was marked as "not applicable” (#8).

Companion Animal Safety [870.7200] was marked as "not applicable” (#8)

Once you have made your decision, please put all pertinent information in the product jacket. Please contact Bonnie Adler with questions.
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FOR

Case Name ’/L‘fi’"f"}*fzfﬁ"/:f; e

Reg.No. _2¢7.7 J

This supperting documentation {in chronological order} iz nciudes:
o Qid iabels {(identified as “Superceded by label dated
/)
0 Unacceptable CSF (marked “Not accepiable” and dated)
8 Product chemistry reviews

0 Acute toxicity reviews

o
b
=R

fficacy and or special studies (if necessary} -
0 90-Day responses to PDCI (forms A and B}

s Adminisiratrive forms (Application for Reregistration
Certification to Data citation, Data Matrix]

s Correspondence {Company and Agency letters & e-maiis)

-
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Date: July 19, 2013

Reg. No.: 056783-001

Product Name: DAMMINIX

PM Name/Number: Richard Gebken, PM Team 10

) .T L
Primary Reviewer: Moana R. Appleyard It [ R / S
Secondary Reviewer: Linda Arrington CW'_ i

New label or date of RD amended label: May 5, 2010
Active Ingredient(s) Assessed: Permethrin/109701
Formulation Type: Impregnated Materials

Other ai’s _in product

Name/PC code: NA Reregistration Status or Registration Date: NA

Note to PM:
[Although the Permethrin RED does not address Environmental Hazards Statement for

impregnated material, the product is outdoor use only. Most outdoor use products carry
an Environmental Hazard Statement. RMIBYV defers to RD on this issue.

Assessment can be found NARMIB Vilabel\056783-001

1} Per the acute toxicity review, the Hazards to Humans and Domestic Animals must be
revised to read:

“Harmful if swallowed. Causes moderate eye irritation. Avoid contact with eyes or
clothing. Wash thoroughly with soap and water after handling and before eating,
drinking, chewing gum, or using tobacco.”

2) Revise the First Aid Statement so that the “If in Eyes” statement appears after the “If
Swallowed” statement.
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DATE-OUT: 5/7/2013

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: TGAI| |; MUP [ |; EUP [X]
BARCODE NO.: 411211 REG./FILE SYMBOL NO.: 56783-1
PRODUCT NAME:_ Damminix MRID NO: 490818-01
COMPANY NAME: Ecohealth, Inc, ACTION CODE: 676

FROM;: Sergey Alekseycv, Chemist

Product Chemistry Team
Risk Management and Implementation Branch V
Pesticide Re-evaluation Division {7508P)

TO: Bounie Adler, CRM
Risk Management and Implementation Branch V
Pesticide Re-evaluation Division (7508P)
INTRODUCTION:

With this resubmission, in response to our review dated 04/24/2012 (DP # 400463) the registrant Provide'd
additional product chemistry data pertaining to Storage Stability study (MRID No. 490818-01). The registrant is
requesting reregistration of the product, Damminix, EPA Reg. No. 56783-1.

FINDINGS:

EPA Reg. No. 56783-1 is an end-use product containing the active ingredient Permethrin ((3-
phenoxyphenyl}methyl 3-(2,2-dichloroethenyl)-2,2-dimethylcyclopropane carboxylate), with a label
claim nominal concentration of 7.4% and other ingredients content of 92.6%. The product is for use in
controlling, ticks on fawns, flower gardens, under bushes ete. The product is produced by a non-integrated
system,

As requested in Finding 4 of the previous review, an additional MRID has been submitted. Data reported
in MRID No. 490818-01 satisty the product chemistry data requircments under Subgroup B which
pertains to Physical and Chemical Propertics, In particular, said MRID states that the subject product is
stable aflter 2 weeks at 54 ©. Therefore, Guidelinc 830.63 17 has been satisfied.

The Ingredients Statement on the draft label is acceptable as per 40 CFR §156.]0€g) and PR Notices 91-2,
97-5, and 97-6. There are no data present that would trigger Physical or Chemical Haz.a_u‘ds statements.
The Storage and Disposal Statements are acceptable in accordance with 40 CFR §156.10(1)2)(ix) and PR

Notice 83-3.

Notice to PM: Storage and Disposal section should inciude Container Handling statements. PRD defers this issue

1o RD.

CONCLUSIONS:

The registrant has satisfied the product chemistry requirements for the reregistration of EPA Reg. No. 56783-1.
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*Confidential Statement of Formula may be entitled to confidential treatment*
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e Form Approved OMB No. 2070-0060
i&;} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o
o

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwark Reduction Act Notice: The public repurling burden for this collection of infarmation Is estimated to average 0.25 hours per response for registration activities and 0,25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of

information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date Merch 14, 2013 EPA Reg No.fFile Symbel 56783-1 Page 1of 3
Applicant's/Registrant's Name & Address EcoHealth, Inc. Product
g?oﬂ?ll‘i:\?. ;1835446 Damminix
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submiller Status Note
61-1/830.1550 Chemical Identity 48085301 EcoHeath OWN
61-2/830.1600 & 830.1650 Beginning Materials & Manufacturing Process 48085301 EcoHeath OWN
©61-31830,1670 Discussion of Formation of Impurittes 48085304 EcoHeath OWN
62-1/830.1700 Preliminary Analysis e enatan inagrated
62-2/830.1750 Cerlification of Ingredient Limits 48085301 EcoHeath OWN
62-3/630,1800 Analytical Mathod to Verify Certified Limits 48085301 EcoHeath OWN
63-2/830.6302 Color 164297 EcoHeath OWN
63-3/830.6303 Physical State 164297 EcoHeath OWN
£3-4/830.6304 Odor 164297 EcoHeath OWN
63-5/830.7200 Melting Point NA - EP
63-6/830.7220 Bailing Paint MA - EP
$3-7/830.7300 Den=ify, Bulk Density or Specific Gravity 164297 EcoHeath OWN
§3-8/830.7840 & 830./d60 Solubility NA - EP
63-9/830.7950 Vapor Pressure NA - EP
63-10/630.7.370 _ﬁ: Dissoviation Constant NA - EP
Signature ) Name and Title Sharon M. Johnistan Date
/ Regulatory Consultant 03-14-2013

/,EP’k‘Fonn 8570-35 (9-97) Electronic and Paper versions avallable. Submit only Paper version, Agency Internal Use Copy
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o Form Approved OMB No. 2070-0080

(‘n j UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%x 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respense for registration activities and 0.25 hours per response for
reregistration and special review activities, including time far reading the instructions and completing the necassary forms. Send comments regarding the burden estimate ar any other aspect of this collection of

information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, LS. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date March 14, 2013 EPA Reg No.J/File Symbal 567831 Page 2 of 3
Applicant's/Registrant’'s Name & Address EcoHeaith, Inc, Product
Boniine M 02445 Damminix
Ingredient  Permathrin
Guidaline Reference Number Guideline Study Name MRID Number Submitter Status Note
63-11/830.7570 Octanol Water Partition Coefficient NA - EP
63-12/830.7000 pH hA ot dispersible with
63-13/830.6313 Stability NA - EP
§3-14/830.6314 Oxidizing/Reducing Actin N :f:f:;":g?n odizing
63-15/830.6315 Flammability 164297 EcoHeath OWN
63-16/830.6316 Explodability ;");‘D’s‘gjem"“""
63-17/830.6317 Storage Stability Vol. 1 of 1 EcoHeath OWN
§3-18/830.7100 Viscosily NA - solid
£3-19/830.6319 Miscibility ::Mn:: ;i:ﬁbe;;ﬁmn
§3-20/830.6320 Corrosion Characteristics 48719801 EcoHealth OWN
63-21/830.6321 Dielectric Breakdown Valtage :]25-1::;":; l“,?:;;ﬁ,““d
81-1/870.1100 Acnin Oral Toxicity 43799701 Walent BioSciences Corporation PER
81-2/870.1200 Acute Dermal Toxicity 43798702 Valent BioSciences Corporation FER
81-3/870.1300 Acute Inhalation Toxicity 43793703 Walent BioSciences Carporation PER
81-2/8% 0.2403_ TF’rirna. y Eye liritation 478798901 EcoHealth oWN Waiver Request
W’/ Name and Title Sharon M, Johnston Date
Regulatory Consultant 03-14-2013

jﬁ\' Form 8570-35 {9-97) Electronic and Paper versions avallable. Submit only Paper version,

Agency Internal Use Copy
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. Form Approved OMB No. 2070-0060
iB UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
N 401 M Street, S.W.

WASHINGTON, D.C, 20460

Paperwork Reduction Act Notice: The public reporling burden for this collection of information is estimaled to average 0.25 hours per response for regisiration activiies and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
informaticn, inciuding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, 3.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date March 14, 2013 EPA Reg No./File Symbol 56783-1 Page 3 of 3
Applicant's/Registrant's Name & Address EcoHealth, Inc. Product
Grookine, MA 02446 Damminix

Ingredient  Permethrin
Guideline Reference Number Guideline Siudy Name MRID Number Submitter Status Note

81-5/870.2500 Primary Dermal [rritation 44833801 Yalent BioSciences Corperation PER

81-6/870.2600 Dermal Sensitization 43893801 Valent BioSciences Corporation PER

. ' Faad rt
Signature Name and Title Sharon M. Johnston Date
/— Regulatory Consuttant 03-14-2013

/}F&m 8570-35 {9-97} Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
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o, Form Approved OMB No. 2070-0060
*&g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{\d‘,f 401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 houre per regpense 7.
reregistration and epedial review activifies, incduding time for reading the instructiens and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coliection of
infarmation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S, Environmental Protection Agency, 401 M Streat, 5.W., Wastington, DC 20460 Do not
send the form to this address.
DATA MATRIX
Date January 16, 2012 EPA Reg No.J/Fila Symbol 56783-1 Page 1of 3
Applicant's/Registrant's Name & address EcoHealth, int, Product
33 Mt. Vemon St. .
Boston, MA 02108 Damminix
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
61-1/830.1550 Chemical ldentity 48085301 EcoHeath OWN
61-2/830.1600 & 830.1650 Beginning Materials & Manufacturing Process 48085301 EcoHeath OWN
61-3/830.1670 Discussion of Farmation of Impurities 48085301 EcoHaath OWN
62-1/830.1700 Preliminary Analysis ;‘;t‘;r‘r"" aninlagratad
62-2830.1750 Certification of Ingredient Limlts 48085301 EcoHeath OWN
62-3/830.1600 Analytical Method to Verify Certified Limits 48085301 EcoHeath OWN
63-2/830.6302 Color 164297 EcoHaath OWN
63-3/830.6303 Phystcal State 164297 EcoHeath OWN
£3-4/830.6304 Odor 164297 EcoHeath OWN
63-5/830.7200 Melting Point NA -EP
63-6/830.7220 Bailing Point NA - EP
63-7/830.7300 Densify, Bulk Density or Specific Gravity 164297 EcoHeath OWN
63-8/830.7840 & 830.7860 Solubility NA -EP
63-9/830.7950 Yapor Pressure NA - EP
63-10/830.7370 Dissociation Constant MA -EP
d Ti
Name and Title Sharon M. Johnston Date
Regulatory Consultant 01-16-2012

orprB570-35 (9-97) Elecironic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paparwork Reduction Act Notice: The public reporting burden for this coliection of information s estimated to avera
reregistration and special review activities, including time for reading the instruclions and com
informatfon, including suggestions for reducing the burden to: Director, QPPE Information M

send the form to this address.

ge 0.25 hours per response for registration aclivities and 0.25 hours perrespense o
pleting the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of

anagement Division {2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Waskington, DG 2J460 Do not

DATA MATRIX
Date January 16, 2012 EPA Reg No./File Symbol 56783-1 Page -2- of 3
Applicant's/Registrant's Name & Address EcoHealth, Inc. Product
gi:?;‘rmrgoonzﬁga Damminix
Ingredient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
6§3-11/830.7570 Oclanol Water Partition Coefficient NA - EP
53-12/830.700D pH ::‘I;r“"‘ dispersibla with
53-13/830.6313 Stability NA - EP
63-14/830.6314 Oxidizing/Reducing Actin 3‘:‘ mdf':gfna;{:g ot ;ﬂdizjns
63-15/830.6315 Flammability 164287 EcoHeath OWN
63-16/830.6316 Explodability ::p‘-oﬁepomrltial'ly
63-17/830.6317 Storage Stability Vol 10f2 EcoHeath OWN
©3-18/830.7100 Viscasily NA - solid
63-19/830.6319 Miscibility N -t dktatlo ith
63-20/830.6320 Corrosion Characteristics Vol, Tof 2 EccHealth OWN
63-21/830,6321 Dielectric Breakdown Voltage :; ;h;':;lfgaﬂ;:“ ﬂe':t“ﬂd
81-1/870.1100 Acute Orat Toxicity 43799701 Valent BioSciences Corporation PER
81-2/870.1200 Acute Dermal Toxicity 43799702 Valent BioSciences Corporation PER
81-3/870.1300 Acute Inhalation Toxicity 43789703 Valent BioSciences Corporation PER
81-4/870.2400 Primary Eye Irritation 47879901 EcoHealth OWN Waiver Request
Signatura Name and Titie Sharon M. Johnston Date
Regulatory Consultant 01-16-2012

8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version.

Agency Internal Use Copy
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P Form Approved OMB No. 2070-0060
vy,

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
==z 401 M Street, S.W.
WASHINGTON, D.C. 20460

-

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.2 pours k3T respiiss 10
reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any other aspent of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W/., Waalington, Df} 2046¢ Do not
send the form o this address.

DATA MATRIX
Date January 16, 2012 EPA Reg No.fFile Symbol 56783-1 Page 3of 3
Applicant’s/Registrant’s Name & Address EcoHealth, Inc. Product
33 Mt Vernon St. Damminix
Bostan, WA 02108
Ingredient Permethrin
Guideline Reference Nurber Guideline Sludy Name MRID Number Submitter Status Note
81-5/870.2500 Primary Dermal Irritation 44833801 Valent BioSciences Corporation PER
81-6/870.2600 Dermal Sensitization 43893801 Valent BioSciences Corporation PER
Signature Name and Title Sharon M. Johnston Date
Regulatory Consultant 01-16-2012

EPAF, 8)7{535 {9-97} Electronic and Paper versicns available, Submit only Paper version. Agency Internal Use Copy




SEPA

Form

Fassa resd imm‘ an; reyorse befors . ,:m form.

United States

Environmental Protection Agency
Washington, DC 20460

| v | Registration
Amendment
Other

OPP ldentfiar Numbar

Application for Pesticide - Section |

1. Company/Praduct Number

56783-1

2. EPA Praduct Manager

Mark Suarez

4, Company/Product {Nama) Camminix

PMF

13

3. Proposed Classification

one astricted
v N R i

EcoHealth, Inc.
33 Mt. Vernon St.
Boston, MA 02108

l:l Check if this is & new addrass

S. Name and Address of Applicant finclude ZIP Code}

6. Expedited Reveiw. In accordance with FIFRA Section 3{c}{3}
(biti}, my product is similar or identical in composition and labeling

to:

EPA Reg. No.

Product Name

Section - I

D Amandment - Explain below.

D Notificstion - Explain below.

D Rosubmission in response to Agency letter dated

L]
[]
L]

Final printed labsls in repsanse to
Agency letter dated

"Me Too™ Application.

Other - Explain betow.

e-mail: Johnston@RegGuide.net
Fax:  (B36)948-9720

Explanation: Use additional page{s} if necessary. (For section | and Section 11}

Application for Re-Registration - Submission of Storage Stability & Cemosion Characteristic data in response to the permethrin POCI

Section - 1l

1. Material This Product Will Ba Packaged in:

Child-Resistant Packaging Unit Packaging

Yes
No

Water Soluble Packaging

2. Typa of Container

* Certification must
be submitted

Yes l Yas Metal
Plastic
No No | Glass
If “Yes™ No. per If "Yes™ No. per v _| Paper
Unit Packaging wgt. container Package wgt conlainar
0.159 0z Bor24 j

Other {Specify)

3. Location of Nat Contants Information

4. Size{s) Hetail Containar

| d |0n label

8. Location of Labeal Directions

[i,! Label [_] Container 0.95-3.81 0z
6. Manner in Which Label is Affixed to Product u 55329’152‘: other  printed directly on package
StanciFad
Section - IV

1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this application. }

MName Title T1elephone No. {include Area Cade)
Sharon M. Johnston Regulatory Consultant (636) 942-2583
Certification €. Date Application
| certify that the statements | have mede on this form and all attachments thereto ara true, accurate and completa, Racuived
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonmait or {Stamped)
bath under applicable law.
2. Signatura 3. Title
% Regulatory Consulant
:l. TW S. Date
nuary 16, 2012
Sharon M. Johnston January
EPA Form B570-1 {Rev. 3-94} Pravious editions ara obsolate. Whita - EPA Fils Copy (original) Yellowzfipplicant Copy



SEPA

Ploass rosd instrictions on foversa befors .aﬁtig form.

United States

Environmental Protection Agency
Washington, DC 20460

Other

v | Registration
Amendment

OPP |dantifier Number

Application for Pestici

de - Section |

1. Company/Product Number
56783-1

2. EPA

Product Manager
Mark Suarez

3. Proposed Classification

4. Company/Product {Nama) Damminix

PM¥

13

Nona D Restricted

EcoHealth, Inc.
33 Mt. Vernon St
Boston, MA 02108

’:I Check if this is a new address

5. Name and Addrass ot Applicant finciude ZIP Code)

to:

EFA Reg. No.

Product Name

6. Expedited Reveiw. In accordance with FIFRA Section 3ic)(3)
{b}i), my product is simitar or identical in composition and labeling

Section -

D Amendmant - Explain below.

[:I Notification - Explain below.

D Resubmission in response to Agancy letter dated

L
L]
L

Final printed labels in repsonse to

Agency latter datod
“Me Too™ Application.

Other - Explain below.

e-mail; Jehnston@RegGuide.net
Fax: {636) 948-9720

Explanation: Use additional pagels) if necessary. (For section | and Section I}

Application for Re-Registration - 8-month respcnse to the permethrin POCI

Section - 11

1. Material This Product Will Be Packaged in:

Child-Resistant Packaging Unit Packaging

Water Soluble Packaging

2. Type of Container

M Labsl [_] Containsr

095-3.810z

| J'—I On label

. Yeos Yes Yes Metal
Plastic
No . No No | Glass
- - If "Yeas” No. per If "Yeas" No. per v | Papar
* C‘amﬁt.:abon must Unit Packaging wgt. container Package wgt containar Other {Spacify)
be submitted 0.159 oz 6or 24 L
3, Location of Net Contents Information 4, Size(s) Rotail Container 5. Location of Label Directions

Paper glued
Stenciled

6. Manner in Which Label is AHMixed to Product [ 'Lithograph

Other _printed directly on package

Section - IV

1. Contact Point {Complaete items directly below for identification of individuof to be contacted, if necessary, to rroores this applicetion.)

Name

Title

Telephone Na. (Includa Area Coda)

Sharon M. Jehnston Regulatory Consultant (636) 942-2583
Ceﬂification 8, Date 'Applicaﬁon
{ certity that the statements | have made on this form and all attachments thereto are true, accurate and compiste. Recoived
I acknowledge that any knowlinglly fatse or misleading staternent mey be punishable by fine or imprisonment or {Stamped)
beth under applicable law.
2. Signature 3. Titde
Regulatory Consultant
o
4. TwM& 5. Date
ril 30, 2010
Sharon M. Johnston Ap
White - EPA File Copy loriginal) Yellow7 pplicant Copy

EPA Form 8570-1 [(Rev. 3-24) Previous aditions ara absolete,




Pesticide Regufatory Services

480853-00

April 30, 2010

Product Reregistration Branch

Pesticide Re-Evaluation Division (7508P)
Office of Pesticide Programs

US Environmental Protection Agency
One Potomac Yard (South Building)
2777 8. Crystal Drive

Arington, VA 22202

ATTN: Bonnie Adler
Chemical Review Manager
Permmethrin; Case No. 2510; PDCI-109701-26513

SUBJECT: Permethrin - 8-Month Response to Data Call-In Notice
EcoHealth, Inc.
Damminix®, EPA Reg. No. 56783-1

Bear Ms. Adler:

Enclosed, please find the 8-month response to the Permethrin data call-in notice for the above-subject
product.

The following materials are enclosed:

1) Application for Registration

2) Formulators Exemption Statement

3) Confidential Statement of Formula

4} Certification with Respect to Citation of Data

5) Letter of Authorization from Valent BioSciences Corporation
6) Data Matrix

7) Draft Labeling (5 copies)

8) Data Volume 1 of 1 (3 copies)

A transmittal document is attached as page 2 of this letter.
if you have any questions, please do not hesitate to contact me at (636) 942-2583.

Sincerely,

W

Sharon M. Johnston
Regulatory Consultant
Agent For EcoHealth, Inc.
Enclosures

Cc: Ariana Ganak; EcoHealth

508 Tower Valley Drive Fax: 636-948-9720
Hillsbaro, MO 63050 e-mail: Johnston@RegGuide.net
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Aprit 30, 2010
Page 2

TRANSMITTAL DOCUMENT

1. Name and Address of Submitter

EcoHealth, Inc.
33 Mt. Vernon St
Boston, MA 02108

2. Regulatory Action in Support of Which This Package is Submitted

Application for Re-Registration

Damminix®; EPA Reg. No.; 56783-1

3. Transmittal Date

April 30, 2010

4. List of Submitted Studies:

OPPTS
MRID No. Volume No. Guideline No.
48086301 1471 830.1550, 1600
1650, 1670, 1700,
1750 & 1800

Company Official: Sharen M. Johnston

Study Title

Group A Product chemistry of Damminix
(EPA Reg. No. 56783-1) & Mite Arest
(EPA Reg. No. 56789-2)

Regulatory Consultant
Agent for EcoHealth, Inc.

Phone: (636) 942-2583

Signature; //% -
i

Company Name: EcoHealth. inc,
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AT

(s}

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No., 2070-0060

Paparwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0,25 hours per response for
reregistration and special review activities, including time for reading the instruclions and completing the necessary farms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137}, U.S. Environmental Proteclion Agency, 401 M Street, S,W., Washington, 0OG 20460. Do not

send the form ta this address,

DATA MATRIX
Date April 30, 2010 EPA Reg No.J/File Symbol 56783-2 Page 1of 3
Applicant's/Registrant's Name & Address EcgHealth, Inc. Product
gzsh:;h\,f:;;oonz‘lsgs Mite Amest

Ingredient  Permethrin

Guideline Reference Number Guideling Sludy Name MRID Number Submitler Status Note
61-1/830.1650 Chemical identity 56783-1 EcoHeath OWN

61-2/830.1600 & 830.1650 Beginning Materfals & Manufacturing Process 567831 EcoHeath OWN
61-3/830.1670 Discussion of Formation of Impurities 56783-1 EcoHeath OWN
62-1/830.1700 Praliminary Analysis ;“2;0':"” imegrated
62-2/830.1750 Cerlification of Ingredient Limits 967831 EcoHeath OWN
62-3/830.1800 Analytical Method to Verify Cerlified Limits 567831 EccHeath OWN
63-2/830.6302 Color 164297 EcoHeath OWN
£3-3/830.6303 Physical State 164297 EcoHeath OWN
£3-4/830.6304 Qdor 164297 EcoHeath OWN
63-5/830.7200 Melting Point NA - EP
63-6/830.7220 Peiling Point NA -EP
63-7/830.7300 - Deaity, Bulk Density or Specific Gravity 164297 EcoHeath OWN
63-8/830.76840 & 830.7660 Solubility NA - EP

©£3-9/830.7950 Vapor Pressure NA - EP
63-10/330.737) Eqsociat;r Cengtant NA - EP

Sig V Name and Title Sharon M. Johnston Date
/ Regulatory Consultant 04-30-2010

/EF'ﬁ F6rm 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C, 20460

send the form to this address,

Paperwork Reduction Act Notice: The public reporling burdan for this collection of infermation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per responsa for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmentaf Protection Agency, 401 M Street, S.W., Washington, DC 20460, Do not

DATA MATRIX
Date April 30, 2010 EPA Reg NoFile Symbol 56783-2 Page 2 of 3
Applicant's/Registrant’s Name & Address EcoHealth, Inc. Product
33 Mt. Vemon St. .
Boston, MA 02108 Mite Arrast
Ingregient  Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submilter Status Note
63-11/830.7570 Octang! Water Parlition Coefficient NA - EP
63-12/830.7000 pH :; ;rnot dispersible with
63-13/830.6313 Stability NA - EF
63-14/830.6314 Oxidizing/Reducing Actin E'Aw-de.:;r;n: gr‘:;uidizinu
63-15/830.6315 Flammability 164297 EcgHeath OWN
63-16/830.6316 Explodabifity ::; - ot potentsly
63-17/8306317 Storage Stability On-golng EcoHeath OWN
63-18/830.7100 Viscosity NA - solid
iscibili - L with
63-19/830.6319 Miscibility e
63-20/830.6320 Corrosion Characteristics On-going EcaoHealth OWN
63-21/830.,6321 ) Dislnciric Breakdown Voltage oo
] . . +
81-1/870.1100 Ac .tz Oral Toxicity 43795701 Valent BioScisnces Corporation PER
81-2/870.1200 Acute Dermal Toxicity 43799702 Valent BioSciances Corporation PER
81-3/670.1300 Acute Inhalatior Toxicity 43799703 Valent BioSciences Corporation PER
81-4/E70.2400 Prmeary E: ¢ Irritat'on 47879901 EcoHealth OWN Waiver Request
. Name and Title
Signature Sharon M. Johnston Date
Regulatory Consultant 04-30-2010

Agency Internal Use Copy



L.

Form Approved OMB No. 2070-0060

e, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
‘\W.ﬁ : 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this cellection of information is estimated to avera
reregistration and special review activities, induding time for reading the instructions and completing the necessary forms. Send comments re
information, including suggestions for reducing the turden to: Director, OPPE Information Management Division (2137}, U.S. Environmentat

send the form to this address.

g2 0.25 hours per rasponse for registration activities and 0.25 hours per response for
garding the burden estimate or any cther aspect of this collection of
Protection Agency, 401 M Street, S.W., Washington, DC 20480. Do not

DATA MATRIX
Date April 30, 2010 EPA Reg No./File Symbol 56783-2 Page 3of 3
Applicant's/Registrant's Name & Address EcaHealth, Inc. Product
33 Mt. Vernon 5t. .
Boston, MA 02108 Mite Amest
Ingredient  Parmathrin
Guideline Reference Number Guideline Study Name MRID Number Submilter Status Note
81-5/870.2500 Primary Dermal |rritation 44833801 Yalent BioSciences Corporation - PER
81-6/870.2600 Dermal Sensitization 43893801 Valent BioSciences Corporation PER
]
]
7
Signature Name and Title Sharon M. Johnston Date
/ Regufatory Consultant 04-30-2010
gl =

/EﬁA Farm 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version.

#

Agency Internal Use Copy




*Pages 78-79 Product ingredient source information may be entitled to confidential treatment*



Form Approved OMB No. 2070-0060

SR,

o UNITED STATES ENVIRONMENTAL PROTECTION AGENGY
S 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paporwork Reduction Act Notlea: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per response for
reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any olher aspeci of this collection of
information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137}, U5, Environmental Protection Agency, 401 M Streat, S.WV., Washington, DC 26480, Do not
send the form to this addrass.

DATA MATRIX
Date April 30, 2010 EPA Reg No./File Symbe! 56783-1 Page 1of 3
Applicant'siRegistrant's Name & Address EcoHaalth, Inc. Praduct
Seston, MA 02108 Dammini
ingredient  Permathrin
Guideline Reference Number Guideline Siudy Name MRID Number Submitter Status Note
61-1/830,1550 Chemical ldentity Vaol. 1 of 1 EcoHeath OWN
61-2/830.1600 & 830.1650 Beginning Materials & Manufacturing Process Vol. 1 of 1 EcoHeath OWN
61-3/630.1670 Discussion of Formation of Impurities wvol, 10f1 EcoHeath OWN
62-1/830.1700 Preliminary Analysis :;:t;r‘,‘." an integrated
62-2/830.1750 Certification of Ingredient Limits Vol 1 of 1 EcoHaath OWN
62-3/830.1800 Analytical Method to Verify Cerlified Limits Vol. 1 of 1 EcoHeath OWN
63-2/830.6202 Color 164297 EcoHeath OWWiN
63-3/830.6303 Physical State 164297 EcoHeath . OWN
63-4/630.6304 Qdor 164297 EcoHeath OWN
63-5/830,7200 Melting Paint NA - EP
63-6/820,7220 Bolling Point NA - EP
63-7/830.7300 ¢ Density, Bulk Density or Specific Gravity 164297 EcoHeath OWN
63-8/830.7840 & B30.7860 I Solubility NA-EP
63-8/830.7950 Vapor Pressure NA - EP
63-10:63“,?3?; Dissociution Constant NA -EP
Signature i Nama and Title Sharon M. Johnston Date
c{/”% Regulatory Consultant 04-30-2010

WSTO-SS {9-97) Electronic and Paper versions avallable. Submit only Paper version. Agancy Internal Use Copy
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UNITED STATES ENVIRDNMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Appraved OMB MNo. 2070-00680

send the form to this address.

Paperwork Raduction Act Notice: The public reparting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and speciaf review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspedl of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460, Do not

DATA MATRIX
Date April 30, 2010 EPA Reg No.fFile Symbol 587831 Page 2 of 3
Applicant's/Registrant's Name & Address EcgoHealth, Inc. Product
33 Mt. Vemon St .
Boston, MA 02108 Damminix
Ingredient Permsthrin
Guideline Reference Numbear Gulgeline Study Name MRID Number Submitter Stalus Note
63-11/830.7570 Octanol Water Parlition Coefficient NA - EP
63-12/830.7000 pH m;rnm dispersible with
63-13/830.6313 Stability Na -EP
63-14/830.6314 Orxidizing/Reducing Aclin zaréduﬂ:gn:gg:l«;mmg
§3-15/830.6315 Flammability 164297 EcoHeath OWN
§3-16/830.6318 Explodability :’g I-Drs'TJe;imenﬁaHy
63-17/830.8317 Storage Stability On-going EcoHeath OWN
63-18/830.7100 Viscosity NA - solid
HA - i i
63-19/830.6319 Miscibility NA - ot diatl wil
63-20/830.6320 Corrosion Characteristics an-going EcoHealth OWN
§3-21/830.6321 Dieleciric Breakdown Voltage N - ot for uso arcung
elestrical equipmenl
81-1/870.1100 Acute Oral Toxicity 43799701 Valant BioSciences Corporation PER
81-2/870.1200 ¢ Acute Dermal Toxicity 43799702 Valent BioSciences Corporation PER
81-3/870.1300 Acute Inhalation Toxicity 43799703 Valent BioSciences Corporation PER
81-4/570.2400 P-imary Eye li<itasion - 47879901 EcoHealth OwN Waiver Request
Signature Name and Tite
9 Sharon M. Johnston Date
Regutatory Consultant 04-30-2010

-357(9-87) Electronic and Paper versions available, Submit only Paper version,

Agency Internal Use Copy
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Form Approved OMB MNo. 2070-0060

';a?g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(\J 401 M Street, S.W.
WASHINGTON, D.C. 20480

Paperwork Reduction Act Notice: The public reperting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per response for
reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspact of this collection of
information, including suggestions for reducing the burden fo: Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency, 401 M Street, 5.W., Washington, DC 20480, Do not

send the form {o this address,

§ (9-97) Electronic and Paper versions available, Submit onty Paper version.

EPAEerm

DATA MATRIX
Date April 30, 2010 EPA Reg No.fFile Symbol  56783-1 Page 3of 3
Applicant’s/Registrant's Name & Address EcaoHealth, Inc. Product
aston, WA 02103 Dammini

Ingredient  Permethrin
Gutdeline Reference Number Guideline Study Name MRIC Number Submitler Status Note

81-5/870.2500 i Primary Dermal lrritation 440833801 Valent BioSciences Corporation PER

81-6/870.2600 Dermal Sensilization 43893801 Valent BloSciences Corporation PER

-
Signature : Name and Title o, - ron M. dohnston Date
W Regulatory Consultant 04-30-2010
== Agency Internal Usa Copy




Pesticide Regulatory Services

478799-00

Septernber 28, 2009

Product Reregistration Branch

Special Review & Reregistration Division {(7508P)
Office of Pesticide Programs

US Environmental Protection Agency

One Potomat Yard (South Building)

2777 S. Crystal Drive

Arlington, VA 22202

ATTN: Bonnie Adler
| Chemical Review Manager
Permethrin; Case No. 2510: PDCI-109701-26513

SUBJECT: | Permethrin - 90-Day Response to Data Call-In Notice
" EcoHealth, Inc.; EPA Co, No. 56783

Dear Ms. Ad I:'er:

Enclosed, please find the 90-day response to the Permethrin data call-in notice on behaif of EcoHealth,
Inc.: -

The following materials are enclosed:

1} Product Speciﬁc Data Call-in Response form '

2} Product Specific Requirements Status and Registrant's Response

3} Waiver Request for Primary Eye Irritation study (3 copies)

if you have any questions, please do not hesitate to contact me at {636) 942-2583.
Sincerely,

s =

Sharon M. Johnston

Regulatory Consuitant

Authorized Agent for EcoHealith, inc.
Enclosures -

cc: Ariana Ganak; EcoHealth

Sharon M. Johnston, Esq. Tel: 635-842-2583
509 Tower Valley Drive Fax: 636-948-9720
Hillsboro, MO 63050 e-mail: Johnston@RegGuide.net

83



TRANSMITTAL DOCUMENT

1. Name and Address of Submitter
EcoHeaith, Inc,
- 33 Mount Vernon Street
Boston, MA 02108
2. Regulatory Action in Suppart of Which This Package is Submitted
Application for Re-registration

- Damminix; EPA Reg. No.: 56783-1
© Mite Arrest; EPA Reg. No.: 56788-2

3. Transmittal Date
- September 28, 2009

4, List of Submitted Studies:

OPPTS
MRID Na, Volume No. Guideline Na. Study Title
4
7879901 10f 1 870.2400 Request for Waiver of Primary Eye Irritation

Study Based on the Physical Properties of
Damminix; EPA Reg. na, 56783-1
Mite Arrest; EPA Reg. No. 56783-2

Company Official: Sharon M. Johnston

Authorized Agent for EcoHealth, Inc.

Phone: (636) 942-2583

Signature: /Z/%

Company Name: EcoHealth, Inc.

84



September 9, 2009

Chemical Review Manager

Reregistration Branch

Special Review and Registration Division (7508P)
Office of Pesticide Programs

US Environmental Protection Agency

Room S-4800, One Potomac Yard

2777 South Crystai Drive

Artington, VA 22202-4501

SUBJECT: EcoHealth, Inc.; EPA Co. No. 56783
Authorization of Company Representative

Dear Sir/Madam:

EcoHealth, Inc., 33 Mt. Vernon St., Boston, MA 02108 hereby authorizes Sharon M. Johnston of
RegGuide, 500 Tower Valley Drive, Hillsboro, Missouri 63050, to act on behaif of EcoHealth, Inc.
as an authorized company representative for following regulatory action{s) ONLY:

The response 1o and follow-up with the US Environmentat Protection Agency regarding the Data
Csll-In Notice for Permethrin.

This authorization may be revoked at any fime upon written notice. Please contact me at (61 7)
742-2400 if you have any questions or need additionat information.

Sincerely,

Arigna Ganak, Director
EcoHealth inc.

ce: Sharon M. Johnston; RegGuide

33 Mount Vernon Strect,

85






Form Approved OMB No. 2070-0060

oy
f@} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
q\.....d"" 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporiing burden for this coltection of informatian is estimated to average 1,25 hours per response for registration
and 0.25 hours per response for reregistration and special review adlivities, including time for reading the instnuctions and completing Lhe necessary forms. Send
c.ornmer!ts regarding burden estimate or any other aspect of this collection of informatien, including suggestions for reducing the burden ta: Directar, OPPE
Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washingtan, DC 20480.

Da nat send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA. Registration Number/File Symbol
EcoHealth, Inc., 33 ML Vernan St., Boston, MA 02108 TEL: (636) 942-2583 567831
Aclive Inaredient(s) and/or representative test compound(s) Date
Pemethrin April 30, 2010
General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name
Temeslrial Non-Food, Domestic Quidoor Damminix

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled far all the same uses an your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement {EPA Form B570-27).

} am respanding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form shouid
be used far this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one methad only)

! am using the cite-all method of suppont, and have included with this form | am using the sefective method of suppar (ar cite-all option
D a list of campanies sent offers of compensatian (the Data Matrix form under the selective methad), and have included with this form a
should be used for this purpase). completed list of data requirements (the Data Malrix form must be
used).

SECTION Il: GENERAL OFFER TO PAY

[Required if using the Gite-all method or when using the cite-ali option under (he selective method to satisfy one or more data requirements)

D I hereby offer and agree to pay compensation, to cther persons, with regard to the approval of this appiication, to (he exient required by FIFRA.

SEGTION lli: CERTIFICATION

| certify that this application for registration. this form for reregistratian, or (his Data-Call-In respanse is supported by all data submitled or cited in the
application for registration, the farm for reregistration, ar the Data-CalkIn response. In addition, if (he cite-all aption or cite-all option under the seleclive method is
indicated in Section |, Lhis applicatian is supported by all data in lhe Agency’s files that {1} concem the properties or effecis of this product or an identical or
substantially similar produet, or ane or more of the ingredients in this praduct; and {2} is a type of data hat would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial regislration of a product of identical or similar compositian and
uses .

I certify that for each exclusive use study cited in supparl of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregisiration that is not 2n exclusive use study, either: (a) | am the oripine| data
submitter; {b} | have oblained lhe permissian of the orginal data submitter to use the study in support of this application; (c) all periods of eligibility fo:
compensation have expired for the study; (d) the study is in the public literature; or (e) | have noiified in writing the company lhat submitted the study and have
aoffered (1) to pay compensation to lhe extent required by sections 3(c)(1)(F) andlor 3(cH{2)(B) of FIFRA: and {ii} fo commenen 1egstictions to delemine the
amount and terms of compensation, if any, to be paid for the use of the study.

! cerlify hat in al! instances where an offer of compensation is required, copies of all offers 1o pay compensation and cwvidelice 0f}heir delivery in
accardance with sections 3{c)(1)(F} and/or 3{c){2}{B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail {5 preduce such
evidence to he Agency upan request, | understand lhat lhe Agency may initiate action to deny, cancel or suspend the registration 37 my product in conformity with
FIFRA.

| certify that the statements | have made on this form and all attachments to it are rue, accurate, and complete. | acknowiedge that any
knowingly falae or misleading statement may be punishahle by fine or imprisonment or both under applicable law.

Signature ) Date Typed or Printed Name and Tiffe
04-30-2010 Sharon M. Johnston / Regutatory Consultant
EPA Fy -34 (9-97) Electronic and Paper versions available. Submit only Paper version.
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Page 1 of 1

United States Environmenta) Protection
Agency Washington, D.C. 20460

DATA CALL-IN RESPONSE

INSTRUCTIONS: Please type or printinink. Plsase read carefully the attached instructions and supply the information requested on this form.
Use additfonal sheels) if necessary.

OMB Approval 2070-0107
OME Appmval 2070-0057

1. Campany Name and Address

ECOHEALTH, INC.
33 MT. VERNON ST,
BOSTON, MA 02108

2. Case # and Name

2510 Permethrin

Chemical # and Name 109701
Pamethrin

3. Date and Type of DCE and Number
28-May-2009
PRODUCT SPECIFIC
ID# PDC!I-109701-26513

88

4. EPA, 5. 1wish 1o 6. Ganerlc Data 1. Product Specific Data

Product cancal this ;

Registration product regis- 6a. }am claiming a Generic 8b. | agree to satisty Generic 7a. My product is an MUP and 7b. My productis an EUP and
tration valun- Data Examplion because | Data requiremernts as indicated | agres to satisty the MUP t agree to safisty the EUP
tarily obtain the active ingredient on the attached form entitled requirements on the attached requirements on the atached

from the source EPA regis- “Requiraments Status and form entitted "Reguiremenls form entilled *Requiremenis
tration number listed below, Reyjistrant’s Response.” Status and Registrant's Status and Registrant's
Responsae.” Response.”
56783-1 N.A N.A. yes
56783-2 NA. N.A. yes
[ ]

8. Certificalion | certity that the staterients made on this form and all attachments are true, accurate, and complele. | acknowiedgs that any 8. Date

knowingly false or misleading statemen| may be punishable by fine, imprisonment-ar bolh under applicable iaw,

Signature and Title of Company's Authonized Representative — eyutetorq Conse lfent -2y~ o9

10. Name of Company Fea Hea \ota.  Tme. 11. Phone Number ¢ 3¢-qu2z-25 x 3




Page 1 of 4

United States Environmental Protection
Agency Washington, D.C. 20460

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

OMB Approval 20700107
OMB Approval 2070-0057

INSTRUCTIONS: Please type o print in ink, Pleasa read carefully the attached instructions and supply the information requested on this fom.
Use additional sheel(s)if necessary.

ECOHEALTH, INC.
33 MT. VERNON ST.
BOSTON, MA 02108

1. Company Name and Address

2. Case # and Name
2510 Pamnethrin

EPA Reg. No. 567831

3. Dats and Type of DCI and Number

28-May-2009
PRODUCT SPECIFIC
10 # PDCI-109701-26513

Signatura and Titla of Company's Aulhorized Reprasenlalive,

Ehlﬁﬁofh o suite it

4. Guidetine . p . 7. Test 8. Time 9. Reglstrant
Raquirement S StayTde 5 ';;“9'“5 gatllJ:r: Substance Frame Re'sp%?'lse
Number T eports {Months)
c
o
LEg1]1213
830.1550 Pmduc! ldanﬁty and composition (32) A, B, C,D, E,F, G, H, | {TGAIMP/EP ] ‘ {
J, KL, M, N,
830,1600 Description of materlals used to produce the produst {33) A, B,C,D,E,F,G,H, I [TCGAIMPEP B !
JKLMNO
« | 8301620 Description of praduction process (34) A,B,C,D EF G H,I|TGAI {8 4
' JK,LMNDO
830.1650 Description of formulation process (35) A.B,C,D,E,F, G, H,I|MP/EP l
J KL MN, o
830.1870 Discussicn of formation of impuritles (36) A, B, C, D, E,F, G, HL|TGAIMPIEP !
14.K,.L,M, N, O
830.1700 Preliminary analysls (26,27 37) A B,C,D.EF, G H,I[TGA B %
JKLMNO
230.1750 Certified fimits (38) A,B,C.D E,F, G,H,|[TGAIMPEP ks I
. JKLMNO
830,1800 WEnfomamantana!ytlml method (38} A, B, C,D,E, F, G, H, I,ITGAYMP/EP E b
JK.LMNOQ
830.8302 Color {12} A,B,C,D, E F, G, H,| [TGAIMP/EP -[
HKLMNOQ
830.6303 Physical state (25) A, B, C,D, E,F, G, H, I, [TGAIMP/EP t
JKLMNO E
830.6304 Odor (e1) A,B,C, D, EF, G, H, | |TGAIMP/EP l
JKLMNO
10. Cerlification | cedtify that the statements made ¢n this form and all attachments are trus, accurate, and complate. | acknowtedge thal any | 11. Date
knowingly false or misleading slatement may be punighable by fine, impriso heth-ander applicable law
R 4-25-09

12. Nama of Company

Eoo Healitn y e,

13. Phone Numbar % XA "M’J'}.S"Vj

89



Pape 2 of 4-

United States Environmental Protection OMB Approval 20;:1-0127 .
Agency Washington, D.C. 20460 OMB Approval 2070-005 7

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

INSTRUCTIONS: Please type or printin Ink. Please read carafully the attached Instruclions and supply the information requested on this form.
Use additional sheel(s) f necessary.

1. Company Name and Address 2. Case# and Name 3, Date and Type of DCI and Number
ECOHEALTH, INC. 2510 Permethrin 28-May-2009
33 MT. VERNON ST, PRODUCT SPECIFIC
BOSTON, MA 02108 ID# PDCI-109701-26513
EPA Reg. No. 567831 0
4. Guideline 5. Study Tit r 6. Use 7. Tasl 8. Time 9. Replstran§
Requirement uoy 1 3 i;r:gu:‘s Pallern Substance Frame Response
Number T po {Months)
o
c
o
i 1] 2| 3
830.8313 Stabilty to sunlight, normal and elevated (28 28 .40) A, B,C,D,E,F, G, H, I] TGAI 8 ¥
temperatures, mstals, and metal lons JKLMNO
830.8314 Oxddizing or reducing acton (22} A, B,CDE,F,G, HI] MPIEP 8 ¥
JKLMNO
8306315 Flammability un A, B,C, D, E,F, G, H, )] MP/EP 8 14
J.K L MNO
830.6316 Explodability (+8) A, B,C.D,E.F, G, H. || MP/IEP 8 14
4K LMNO
830.6317 Storage stability of product , (41) A, B,C,D,EF,G,H, | MPIEP 18 I
JK.LMNO
830.6319 Miscibility : (20) A, B.C.D,E,F, G, H, 1| MPEEP 8 ¥
JKLMNO
830.6320 Comusion characteristics (42) A B,C,D,E,F,G,H I MPEP 18 1
HKLMNO
830.8321 Dietectric breakdown voltage {15} A B,C,DEF,G,H,I} MPEP 8 g
JK.L,M, N,O
630.7000 pH of water solutions or suspensions {23 24) A, B,C,D,E, F,G,H, ] TGAVMP/EP 8 Y
J K LMNO
830.7050 UVVisibla absarption A B,C D E,F, G, H,I] TGAHPAI 8 Y
JKLMNO
830,7100 Viscosity {30} A, B,C.D,E,F, G, H, || MPIEP 8 ¥
: SKLMNO
B30.7200 Melting point/melting range {18 19} A B, C,D.EF G,H, I TGA a 4
JKLELMNO
initlal to indicate certification as to informatlon on this page Pate
(Full text of ceriification is on page ons), % 5. 2505

e s
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Page 3 of 4

United States Environmental Protection
Agency Washington, D.C. 20460

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

OMB Approval 2070-0107
OMB Approval 2070-0057

INSTRUCTIONS: Please typg or print in ink. Pieass read carefully the attached instructions and supply the information requested on this form.
Use addllional sheel(s) if nacessary.

1. Company Name and Address

ECOHEALTH, INC.
33 MT. VERNON ST,
BOSTON, MA 02108

2. Case it and Name
2510 Permethrin

EPA Reg. No. 56783-1

28-May-2009

PRODUCT SPECIFIC

ID# PDCH109701-26513

3. Date and Type of DCi and Number

el

4, Guideline 5. Study Title e 8. Use 7. Tost 8. Tima 8. Regisirant
Requirement d E l:!rugrsss Pattem Substance Frame Responss
Number T Reports (Months}
o
¢
o]
L1213
830.7220 [Baifing pointboliing range {10 11} A, B,C,0,EF, G, H,1|TGAI B 4
JEKLMNO
830.7300 Density/relative density (13 .14) A, B, C, D, E, F, G, H, | TGAVMP/EP ] 1
JKLMN O Ja
830.7370 Dissociation canstant in water {47 ,48) A, B,C,D,E,F,G,H, L [TGAl or PAI
J KL MN,
830.7550 Partition coafficlent {(n-actanoliwater), shake flask {49} A B, C,D,E F,G, H, |L[TGAI/PAI B 5
method JKLMNCOC
830.7570 Partition cosfficient {n-octanoliwater), estmation by  (54) A, B, C D,E F,G,H,]I[TGAIPAI ¥
liquid chromatsgraphy JKLMNO
630.7840 Water solubility: Column elution methad, shake flask (50) A,B,C,D,E,F, G H, I [TGAlor PAI ¥
method LK LMNO
830.7860 Water solubllity, generator column methoed {51) A, B, C, D,EF,G,H,), [TGAI or PAI B ¥
JKLMNO
330.7950 Vapor pressure (52 ,53) A, B,C,D,E,F, G, H, i |TGAl or PAl ] ¥
JKLMNO
870.1100 Acute Oral Toxiclty (1.43) A, B,C,D,E,F, G H,I||TGALEP, dilule EP? B A
JKLMNO
870.1200 ‘Acute demal toxicity (2.3,44) A, B,C,D,E,F, G, H, 1, |TGAIEP dilute EP? ¢
. JKLMNG
870.1300 Acute Inhalatlon toxcily (4) A,B,C,D,EF, G, H,I|TGA! & EP
JKLMN,
{nitial to indicate certification as In information on this pa, Date
{full text of certificaticn Is on page ane), %/ g -28-°9
_ o
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Page 4 of 4

United States Environmental Protection oums Appmva: ig;g%g; .
Agency Washington, D.C. 20460 MB Approval 2075-
REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE
INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the Infarmation requested on ihis form,
Use addisional sheel(s) if nacassary.
1. Company Name and Address 2. Case # and Name 3. Date and Type of DC| and Number
ECOHEALTH, INC, 2510 Permethrin 28-May-20008
33 MT. VERNON ST, PRODUCT SPECIFIC
BOSTON, MA 02108 ID# POCI-108701-26513
EPA Reg. No. 567831
4. Guidaline 5. Study TiH 4 6. Usa 7. Test 8. Tims 9. Registrany
Requirernent y e 3 F}"r:grass Pattem Substance Frame Response
Number T ponis {Months}
o .
C
of
L] 1] 2] 3
870.2400 Acute eye imtation {5) A,B,C,D,E,F, G, H,I] TGAI &EP 8 i
JKLMNO
B70.250D Acute desmai imilation 8.0 A B,C,D,E.F,G, H || TGA &EP 8 [
JLK,LMNO
870.2800 Skin sensltizaton {8.9) A,B,C,D,E,F,G,H,I] TGAl & EP 8 &
. J,K,L,M,N, O
870.7200 Companion animal safety (31 A,B,C, D,E,F, G, H 1] CHOICE 8 ¥
JLKLMNO
B10.3300 Treatments 1o control pesis of umans and pets (45) A, B,C,D.EF,GHIEP 8 ¥
JKLMNO
8103500 Premises treatments (48) A,B,C,D,E,F,G, H, || EP 8 ¥
LKLMNO
Inftial to indicate cerlification as to information on Whis page Data
(full text of cerlification is on paga one). ”%/ 9-24-09

—

A
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*Pages 93-96 Confidential Statement of Formula may be entitled to confidential treatment*





